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3185 

Dr. NAME, Ph.D. 

Re: Prenotice Communication 3185 
Dear Dr. NAME: 

This letter responds to your letter of 16 November 2001 sent to Dave Schutz of my staff, 
and which included as attachments letters sent on November 8, 1996 to Mary Cushmac, on Jan. 
31, 1997 to Mary Cushmac, on June 5 1998 to me, and on June 21, 2000 to Dave Schutz. The 16 
November 2001 Jetter informs the Agency that the maker of the materials which were the 
subjects of the earlier letters is now QQ Company. The November, 1996 letter describes 
products [COMPANY OWNERSHIP DISCUSSED] The earlier letters both request an official 
Environmental Protection Agency (EPA, Agency) response on your company's determination that 
certain salt substances found in your firm 's products can be exempt from Inventory listing 
otherwise required under section 5 of the Toxic Substances Control Act (TSCA) because they 
meet the criteria for exemption at 40 Code of Federal Regulations (CFR) 720.30(h)(7). If, in the 
alternative, the Agency found that these materials could not be excluded under (h)(7), you 
requested that the Agency determine that it was reasonable to believe that these substances were 
excluded prior to issuance of Agency guidance on the (h)(7) exclusion in the June 29, 1994 letter 
from Joseph Carra, then Deputy Director of OPPT. 

As you noted, the 1994 letter from Joseph Carra provides guidance on the exclusion 
found at 40 CFR §720.30(h)(7). This letter states that an excluded substance is one that meets 
the following three criteria: 

1) The substance is formed from a chemical reaction that involves the use of a 
substance of the type described under 40 CFR §720.30(h)(7) and which functions 
as intended, or (ii) a chemical substance, which is intended solely to impart a 
specific physicochemical characteristic; 

2) The substance does not function to provide the primary properties that 
determine the use of the product or product mixture distributed in commerce, even 
though it may impart certain physicochemical characteristics to the product or 
product mixture of which it is a part; and, 

3) The substance is not itself the one intended for distribution in commerce. 
Although it may be a component of the product mixture or formulation actually 
distributed in commerce, it has no commercial purpose separate from the product 
mixture or formulation of which it is a component. 

In general, if a substance on which you requested guidance must be in salt form for your 
firm or its customers to use it at all, it is reportable. This letter will discuss the substances you 
presented in your letters as a group. The discussions of individual products provided in your 
letters did not raise issues which required separate discussion. 

You describe situations in which the predominant components of your formulations are 
XXXXs with carboxy or hydroxy functional groups. The XXXXXs function as binders or 
coating components. These materials themselves give the formulations a low pH, and as a result 
they would not disperse in the products if the pH were not raised by the addition of some sort of 
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base. Upon addition of the. base, a salt is expected to form between it and the XXXXX, and the 
salt disperses adequately at the raised pH. You stated your position that in these cases the 
reaction between the bases and the XXXXs does not result in substances which function to 
provide a primary property of the product. 

Based on the facts as you described them, however, the Agency disagrees with your 
position: if the materials must disperse to be useful in their intended function, and the carboxy 
and hydroxy materials will not disperse at the low pH which they themselves cause, the salt 
which is present at the increased pH at which dispersal can occur has the primary property of 
functioning as a binder or coating component. Since the salt must be made because the non-salt 
XXXX does not disperse adequately, it does not meet Criterion 2 of the exemption. 

If the carboxy and hydroxy forms of the XXXXs had adequate dispersing properties, and 
if the salt formation were simply incidental to the addition of a substance serving one of the 
purposes identified in criterion 1, above, then the (h)(7) exemption would be applicable. The 
other situation in which the (h)(7) exclusion could apply to the salt would be if you could show 
that the salt did not provide the binding/coating properties, but the properties were provided by 
the small equilibrium fraction ofthe XXXX material which came out of salt form at the raised 
pH. Absent data showing this to be the case, though, this material must be the subject of a 
premanufacture notice. Thus the materials do not satisfy the criteria identified in the Carra letter 
of 29 June 1994. 

EPA does, however, agree that it was possible, in the matter of the substances which you 
have identified in your letters, for [COMPANY OWNERSHIP DISCUSSED] and QQ Company 
to have believed in good faith that they were acting within the scope and intent of the exclusion 
found at 40 CFR §720.30(h)(7), and that PMNs filed for this material can be filed under the 
clarification policy based on the Carra Jetter. Further, if there are other substances which you 
believe to be similarly appropriate for consideration under this policy, the Agency invites you to 
describe them to us for a determination. 

I hope this letter adequately responds to your request. If you have remaining questions, 
feel free to contact Mr. Schutz of my staff at 202-564-9262. 

cc:CCC 

3345 

Mr. yyy 

Re: PC 3345 

Sincerely, 

Rebecca S. Cool, Chief 
New Chemicals Prenotice Branch 
Chemical Control Division (7405) 



Dear Mr. YYY: 

This letter is a further clarification of our previous letter to you dated January 2 I, I 998 
regarding the appropriateness of exclusion under the Toxic Substances Control Act (TSCA) from 
the requirement for premanufacture notification (PMN) under Code of Federal Regulations 
(CFRi §720.30(h)(7) for a family oftreated [SUBJECT MATERIAL] products. The identity of 
your client and the nature of the chemical substances and reactions to which your inquiry is 
addressed were disclosed to us in your letter of December 11 , 1997. You have stated that in the 
process of producing water dispersible inks, you treat [SUBJECT MATERIAL] to make Salt A. 
Salt A then undergoes ionic exchange to form Acid B, which subsequently undergoes a further 
ionic exchange to make Salt C. You note that these reactions that convert Salt A to Acid B and 
Acid B to Salt C are ionic exchanges, and that the purpose of the manipulations is to modify the 
physicochemical characteristics (water fastness is one example of a physicochemical 
characteristic that may be modified) of the substance for which you have commercial intent. You 
further state that it is not your intention to form, for distribution in commerce as chemical 
substances per se, the salts/acids of [SUBJECT MATERIAL] which result from these reactions, 
that they have no purpose separate from the colorant of which they are a part, and that the 
substance functions as a colorant regardless ofwhether it is in salt/acid form. 

The Environmental Protection Agency (EPA, Agency) has issued guidance, in the form of 
a June 29, 1994 letter from Joseph Carra, Deputy Director of the Office of Pollution Prevention 
and Toxics (OPPT) on the exclusion found at 40 CFR §720.30(h)(7). In this clarification, the 
Agency states that an excluded substance is one that meets each of the following three 
conditions: 

1) 

2) 

3) 

the substance is formed from a chemical reaction that involves the use of a substance of 
the type described under 40 CFR §720.30(h)(7); 

the substance does not function to provide the primary properties that determine the use 
of the product or product mixture distributed in commerce, even though it may impart 
certain physicochemical characteristics to the product or product mixture of which it is a 
part; and, 

the substance is not itself the one intended for distribution in commerce. Although it may 
be a component of the product mixture or formulation actually distributed in commerce, it 
has no commercial purpose separate from the product mixture or formulation of which it 
is a component. 

The EPA has determined that, based on the situation as you have presented it, the ion
exchange reactions of treated [SUBJECT MATERIAL] products as described in your letter are 
intended solely to enhance the physicochemical characteristics (including, but not limited to, the 
physicochemical characteristic of water fastness) of the product for which you have commercial 
intent. These reactions are to impart certain physicochemical properties to the product or product 
mixture by modifying the product's surface characteristics rather than to produce the substance 
itself. Therefore, the Agency considers that salts A and C, and acid B are excluded from PMN at 
40 CFR §720(h)(7). Additionally, the salt A and acid B [SUBJECT MATERIAL]s do not 
constitute isolated intermediates in the production of salt C, as that term is used in determining 
whether a substance is "new" under the TSCA, so the TSCA status of salt A and acid B as 
exempt from PMN reporting, for our purposes, does not change. 

This is based on the Agency's understanding that the reactions to form Substances A, B, 
and C do not provide primary properties of the product formulation. However, please be advised 
that, should the salt/acid form of the [SUBJECT MATERIAL] function to provide primary 
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properties to your product and/or you market your product as a chemical substance whose 
primary commercial purpose is to function independently as a salt/acid, the exclusion at 40 CFR 
§ 720.30(h)(7) would no longer be applicable. 

I hope this letter adequately responds to your request. If you have remaining questions, 
fee l free to contact Nancy Vogel of my staff on 202-260-4183. 

Sincerely, 

Rebecca S. Cool, Chief 
New Chemicals Prenotice Branch 

3 477 
Mr. yyy 

Re: PNC 3477 

Dear Mr YYY 

This responds to your letter of 31 March 1998, asking the Agency to consider whether the 
exemption from premanufacture notice ("PMN") found at 40 Code of Federal Regulations 
("CFR") §720.30(h)(7) can apply to a treated [Chemical Material] made by your client, the 
(YOUR CLIENTl. 

You have described your client's situation as follows: [YOUR CLIENT) has developed, and 
is now doing research and development work on, a product which is a [Chemical Material) 
colorant to the surface of which sodium PPPP groups have been attached. The sodium PPPP 
functionality is charged, similarly to the surface treatments described in previous 
communications to EPA about [YOUR CLIENT) [Chemical Material]s, and because charged 
makes the [Chemical Material] disperse spontaneously in water. The surface treatments 
described in previous letters, however, are intended to remain charged in use. This can pose a 
problem as [Chemical Material] with a surface treatment which remains charged will precipitate 
from a wet coating at different rates than will resins and polymers which are also present, leading 
to unevenly dispersed coating when they have dried and poor color characteristics. 

The value of the sodium PPPP group is that buyers ofthe material can covalently react it with 
base to produce UUUU groups, which will then react in the presence of water to produce 2-
hydroxyUUUU, which are uncharged. The uncharged 2-UUUU-(Chemical Material) then 
associates closely with resins and polymers which are present, and remains evenly dispersed as it 
dries, yielding better color properties. 

You asked that EPA agree with [YOUR CLIENT]'s interpretation that the product with 
attached sodium PPPPP groups on the surface of the [Chemical Material ] can be considered to be 
a modification of the surface properties of the [Chemical Material), and thus exempt from PMN 
under 40 Code of Federal Regulations (CFR) §720(h)(7). 

The Agency disagrees with [YOUR CLIENT]'s interpretation in this matter. [YOUR 
CLIENT] is adding reactive functional groups to the [Chemical Material] and making a new 
chemical substance. Based on your description, it is the Agency's understanding that the 
substance formed provides one ofthe primary properties (reversible charge) of the product 
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formulation, and that it does so by formation of a covalent bond. It requires notification to the 
Agency, either as a PMN or for one of the possible exemptions. The exclusion at 40 CFR § 
720.30(h)(7) would not be applicable. 

You asked further whether the (h)(7) exemption from PMN would apply for substances 
which might be formed as reaction products of sodium PPPP [Chemical Material] with other 
coating formulation components, in the event that the (h)(7) exemption did NOT apply to the 
sodium PPPP-functional [Chemical Material]. You stated that these substances are neither 
intentionally synthesized nor necessary to the function of the product(s). Based on your 
description, such substances might be excluded from PMN at 40 CFR §720.30(h)(l ), as 
impurities, or (h)(2), as byproducts- because they are not desired and do not provide primary 
properties. Please feel free to call Mr. David Schutz of my staff on 202-260-8994 with any 
question on this matter. 

Sincere ly, 

Rebecca Cool, Chief 
New Chemicals Prenotice Branch (7405) 

35 42 

Ms[LETTER WRITER ] 
[YOUR COMPANY] North Ame rica , I nc . 

Re : PC 3542 
De ar Ms [LETTER WRITER) : 

This l et t e r responds to your letter dat e d 23 Septemb e r 1 998 
t o Dave Schutz of my staff, i n which you rai sed s everal q uest ions 
r e lating to nomenclature for list i ng substances on t he Toxic 
Substances Control Act ( "TSCA " ) Che mical Substa nces Inven t o ry 
( " Inventory" ) , as well as one que s t i on regarding application of 
the exemption from prema nufacture notification ( " PMN " ) 
r equirements u nder §5 of t he TSCA described a t 40 Code o f Federa l 
Re gulations (" CFR" ) §720.30 (h) (7) ( " (h ) (7 )"). I regret tha t this 
answer is so l at e i n coming to you: my staff had d r afted a 
r e sponse at t he time , but we can fi nd no record that it wa s s ent . 
I understand that we ha ve already g iven you our response in a 
meeting , but for your records we are sending you this lette r at 
this time . 

After yo u r letter was sen t yo u told Mr . Schu tz by telephone 
t ha t you wa nted a mee t i ng wi t h t he Agenc y to see k a c hange in the 
Age ncy positio n on your nomenclatu r e issues (refer enced as 
" Position 1 " through " Pos ition 4 " ) , and asked t hat response to 
your letter be held back until it could reflect the Agency 
r e sponse to s uch a meeting. Nomencla ture ques t i ons are gene rally 
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hand led by the I nventory Group within the Indus trial Chemistry 
Branch in the Economics , Exposure , and Technology Division (Mail 
Stop 7406 USEPA , 401 M Street, SW Washington , DC 20460) . We are 
therefore not responding to the nomenclature issues you raised in 
this letter , a nd are responding only to your q uestions on t he 
" (h ) (7) " exempt ion 

Your (h) ( 7) q uestions ( " position 5 " ) relate to XXXXXX
based soaps p r oduced by [YOUR COMPANY] for incorporation into 
lubricants used when drawing metal rod into wire . You state that 
[YOUR COMPANY ] believes that each of these substances is either 
listed on the TSCA Inventory or is covered by an exemption from 
reporting . You described your situation in regard to 40 CFR 
§720 . 30(h) (7) general l y as follows : many differen t lubricant 
soaps are made , one or more of the soaps is /are then b l ended with 
other additives to complete the lubricant formulation. In 
genera l , such a b lending is expected to form a mixture, with no 
reaction between the soap(s) and the other additives ; however one 
of the freque n tly-used a dditives is elemental [XXX] , which when 
blended wit h a n unsatura ted soap p rob ably does add at the d ouble 
bond . You s t ate that [YOUR COMPANY] has not r egarded the 
formation of such a [XXX]ized soap to generate a reportable 
substance in the past, as the [XXX] is added to provide 
lubricat ion performance propert ies at extreme pressure (which you 
have believed to be appropriately covered by the list of 
performance characteristics cover ed i n t he (h) (7) exemption ) , and 
b e cau se s i mila r satur a ted soaps f unction as inte nded wi thout t he 
formation of the bond to [XXX] . 

The Agency has concluded that , based on t he situation as you 
describe it, the [XXX]ize d soaps are not manufactured for 
d i stribution in commerce as chemical substances per se, and they 
have no commercial purpos e separate from that of t he mixture of 
which they are part . The situation as you de scribe it fits 
wi t h in the terms of 40 CFR §720. 30 (h ) (7) (i) , and therefore [YOUR 
COMPANY] is correct that t he exemption is applicable to the 
formation of the [XXX]ized soaps. However, if a [XXX]ized soap 
is intentionally imported or manufactured and commercially 
distributed in the Unite d States as a chemical substance 
providing primary properties , then it would be s ubject to PMN 
rep o rting if i t is no t a l r eady liste d o n t he Tox ic Substances 
Control Act I n ventory . 

The appropriate role of the Prenotice Group in regard to 
your nomenclature questions (" Position 1 " through " Position 4") 
is to communicate existing policy to you . Sinc e you stated that 
you wanted to seek a change in existing policy , t he approp riate 
a c tion was t o contact t he Invento r y Gro up in t he I ndustria l 
Chemistry Bran ch . If you have any q uestions on t his matter , 
please contact Dave Schutz on 202 260 8994 . 

Sincerely, 
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Rebecca S. Cool, Chief 
New Chemicals Prenotice Branch 

3574 

Ms [LETTER WRITER ] 
[ YOUR COMPANY ] Chemicals, Inc 

Re : Prenotice Communication 3574 

Dear Ms [LETTER WR ITER ] : 

On 22 November 20 00 you sent Dave Schutz of my staff copies 
of two letters which your company had previous ly sent to the 

' Prenot ice Grou p in t he New Chemica l s Program. The letters were 
or i ginally sent on April 17 , 1998 and September 16 , 1998 . 
Additional l y , the Agency sent a r equest for fu rthe r informat i on 
on December 2, 1998 and [YOUR COMPANY] sent a r espon se on 
December 21 , 1998 . In th is correspondence [YOUR COMPANY ] has 
sought interpretations of the appropriateness of exemption f rom 
the requirement for premanufacture notice found a t section 5 of 
the Toxic Subs t ances Con t rol Ac t ('TSCA ' ) . This l etter wil l 
respond to t he issues ra i sed in t hi s correspondence. 

In your April 17 l e tte r you d i scussed your company's and the 
Agency's interpr e t ation of t he e xemption a t 40 Code o f Federal 
Regulations ( ' CFR ' ) §7 2 0. 30 (h) ( 7) . In its INDUSTRI AL PROCESS 
products , your comp any had conside r e d itse l f t o be a fo rmulator 
of mi xtures of chemical subs tances rathe r than a manufactu rer. 
Your compa n y h as r e considered t his posi tion in its TSCA Aud it in 
t he context of t he Agency 's issuance of (h) (7) g u idance on J une 
29 , 1994 a nd your April 1 7 letter reque s t ed Agency de t erminat ions 
of t he appropri ateness o f (h ) (7) exempt ions for sixteen s pecific 
c hemical sub stances fo r which [YOUR COMPANY] (p redecessor company 
t o [YOUR COM PANY ] ) filed PMN s concurrent wi t h the submission of 
t he April letter. 

3662 

Mr. [Ccc] 

Re: PC 3662 

Dear Mr. [ Ccc]: 

This letter responds to yours of April 7, 1997, sent to Mary Cushrnac, who was then a member 
of the New Chemicals Program staff, and re-sent by facsimile on March 5, 1999, to Dave Schutz 
of my staff. I regret that your letter did not get an answer at the time you sent it: as you may be 
aware, Ms Cushmac left the program in a reorganization during that period and some 
assignments did not get transferred to other staff. 
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In your letter, you asked that the Agency confirm your interpretation that substances not on the 
Toxic Substances Control Act (TSCA) Inventory (Inventory) which might be formed as a result 
of the addition to your client's PRODUCT of a commercial product (basically, XXXX) 
marketed as an "PRODUCT extender", and which, in your words, has an effect on the 
"[MEASURABLE PROPERTY]" properties of the PRODUCT, could be considered to be 
exempt from premanufacture notice (PMN) requirements under §5 of the TSCA as falling 
within the purview of 40 Code of Federal Regulations (CFR) § 720.30(h)(7)(ii): " ... intended 
solely to impart a specific physiochemical characteristic ... " 

From your description of "[MEASURABLE PROPERTY]", the Agency has determined 
that the desired properties of the PRODUCT extender are appropriately covered by "plasticizer", 
and thus can be excluded from reporting under 40 CFR §720.30(h)(7)(i). Based on the facts as 
you stated them, you have appropriately considered the three criteria identified in our June 29, 
1994 clarification of the (h)(7) exemption in considering whether any non-Inventory substances 
which may be formed upon addition of the PRODUCT extender are covered by the exemption. 
If you have further questions, please contact Dave Schutz of my staff, on 202 260 8994. 

3591 PC 3591FU 
De ar Ms HHHH: 

Sincerely 

Rebecca S. Cool 
Chief, New Chemicals Prenotice Branch 
Chemical Control Division 

Th is let ter responds t o your f a csimiles of 27 May 1999, 30 
J ul y 1999 , and 3 August 1999 . In your letter, you described 
your company 's manufacture of an ink product , which is a mixture 
of several chemical substances . You asked that the Agency 
confirm your opinion that a material which you describe as 
" substance A", and which yo u describe as serv ing a s part of the 
veh icle component of t he ink product, is e xempt from 
prema nufact ur e notificat ion (PMN) otherwise required by Sect ion 
5 of the Toxic Substances Control Act (TSCA) unde r the exempt ion 
at 40 Code of Federal Regulations (C FR) §720 . 30(h ) (7) as a 
modifier of phys icochemical properties without separate 
commercial use. The Agency does not agree : s ubs tance A needs to 
be the s ubject of a PMN if it i s to be i mport ed into the United 
States as a compone nt of you r in k product. 

You not e that the vehicle component of the ink carries the 
pigment and g ives it desired physicochemical properties 
(disperses pigment, adjusts viscos i ty, fi xes p igment to p aper , 
etc.) However, you a l so state that substance A is made outside 
o f t he i n k product and added to t he mixt ure a f ter it is 
synthesized . 

The Envi r onmental Protection Agenc y (EPA , Agency) ha s 
issued guidance , in the form of a June 29 , 1994 letter from 
Joseph Carra , Deputy Director of the Office of Pollution 
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Pr evention a n d Toxics (OPPT) on the exclusion fo und at 40 CFR 
§720 . 30 (h ) (7) (copy attached) . In this clarification, the 
Agency states that a n excluded substance is one that meets each 
of the fol l owing t h ree conditions : 
1) the sub stance is formed from a chemical reaction that 

invol ves t he use of a s ubstance of the t ype described unde r 
4 0 C FR § 7 2 0 . 3 0 ( h ) ( 7 ) ; 

2) the substance does not f unction to provide the primary 
p roperties that determine the use of the product or product 
mixture d istributed in commerce, even though it may impar t 
certain physicochemical characteristics to the p rod uc t or 
product mixture of which i t is a part ; and, 

3) t he substance i s not i t self the o ne intended fo r dist ribution 
in commerce. Although i t may be a component of the product 
mixt ure or formulat ion act ua lly distributed in commerce , i t 
has no commerc i al purpose separa t e f rom t he product mixture 
or formulation of which it is a component . 

The EPA has de t ermined that the situation you have 
p resent ed meets nei t her condition 2 nor condit i on 3: when you 
formula t e substance A outside of the in k mixture and add it t o 
the ink mixture , you are distributing it in commerce as that 
t erm is used in the TSCA. The refore , the properties it p rovides 
are it s p rimary properties (even though i ts properties are not 
the p rimary propert ies of the i n k), and i t is being d istrib uted 
for a commercial p urpose by making it a nd adding it to the in k 
mixture . 

I f you have f ur t he r quest ions , p lease contact Dave Schutz 
of my s t aff, on 202 260 8994 . 

37 1 6 

Dear MrYYY: 

Sincerely 

Rebecca S. Cool, Ch ief 
New Chemi cals Prenot ice Branch 
7 405 Chemi cal Control Division 

PC 3716 

This letter responds to your letter dated 26 January 1999, sent to Dave Schutz of 
my staff. In that letter, you describe the formation of [FLOCCULANT PRODUCT] 
(CAS NUMBER) in the blend chest of a papermaking operation. You describe the 
situation as follows: [intermediate 1 for flocculant] is added to pulp slurry in a process 
tank ("blend chest") in the papermaking process. After blending, the materia] is moved 
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to another blend chest, where [intermediate 2 for flocculant]s are added and the 
[intermediate 1 for flocculant] and [intermediate 2 for flocculant] can react. The pulp 
slurry containing [FLOCCULANT PRODUCT] is then carried onto wire screens, where 
the material is dewatered and made into paper. 

You ask whether a person is required to report this material under the 
Inventory Ufdate Rule ("IUR") at 40 Code of Federal Regulations ("CFR") §710.28, and 
specifically i it is exempted from IUR under 40 CFR §710.4(d)(7) or §710.4(d)(5). 
Actually, the IUR at 40 CFR §710.28 excludes persons manufacturing substances which 
are excluded from premanufacture notice ("PMN") requirements at 40 CFR §§720.30(g) 
(byproducts) or (h) (substances without separate commercial intent, including at (h)(7) 
those formed when a flocculant acts as intended and at (h)(5) those formed during end 
use of a chemical substance) from the requirement to report under the IUR. As the 
material is not a byproduct, 40 CFR §720.30(h) is the section to consider in determining 
whether [FLOCCULANT PRODUCT] is excluded from the IUR requirement at 40 CFR 
§710.28. 

Though [intermediate 1 for flocculant] is a flocculant, the [FLOCCULANT 
PRODUCT] formed from (intermediate 1 for flocculant] and [intermediate 2 for 
flocculant] is not itself a flocculant in any ordinary sense of the term. Its synthesis is 
intentional, and it has a desired function in the final product paper. Thus the Agency 
has determined that the exemption at §720.30(h)(7) is not applicable to [FLOCCULANT 
PRODUCT] under the conditions you have described. 

The Agency agrees, however, that 40 CFR §720.30(h)(5), which excludes any 
chemical substance which is the result of a reaction that may occur upon end use of 
other chemical substances, mixtures, or articles, and which is not itself manufactured or 
imported for distribution in commerce or for use as an intermediate, is applicable to 
(FCOCCULANT PRODUCT] which forms in a paper blend tank in the manner 
described above. Since the (h)(5) exemption is applicable, your client need not report 
the [FLOCCULANT PRODUCT] under the Inventory Update Rule. 

Please feel free to call Mr. David Schutz of my staff on 202-260-8994 with any 
question on this m atter. 

Sincerely, 

Rebecca S. Cool, Chief 
New Chemicals Prenotice Branch (7405) 

3745 

Mr. YYY 

Re: Prenotice Communication 3745 
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Dear Mr. YYY: 

This letter responds to your letter of 31 March 1998, re-sent to the Agency in 
June, 1999. You asked that the Environmental Protection Agency (EPA, Agency) 
determine whether your client's manufacture of a treated (SUBJECT MATERIAL] can 
be considered to be covered by the exemption to the requirement for _.eremanufacture 
notification ("PMN") found at 40 Code of Federal Regulations (CFR) §720.30(h)(7). We 
have reviewed the information you provided and determined that the material does 
not meet the exemption criteria at 40 CFR §720.30(h)(7). 

In your letter, you stated that your client ([YOUR COMPANY] Corporation, 
[YOUR COMPANY]) is developing a [SUBJECT MATERIAL] treated with [SSSS] 
groups. The purpose of the treatment is to give the material a negative charge. Due to 
the negative charge, [SSSS] [SUBJECT MATERIAL] disperses wel1 in aqueous material. 
[YOUR COMPANY] also uses other treatments to make salts of, and thus create 
desired use characteristics for, its [SUBJECT MATERIAL]s. Your firm described 
another situation of treating [SUBJECT MATERIAL] to give it surface charge on behalf 
of [YOUR COMPANY] in a letter to which the Agency gave the r.renotice 
communication (PC) number 3345. In PC 3345, you described a lSUBJECT 
MATERIAL] product treated with ion exchange reactions to enhance certain secondary 
properties (for example, water fastness) of the substance for which [YOUR 
COMPANY] had commercial intent. You stated that the substance functions as a 
colorant regardless of whether it is in salt form and that it was not [YOUR 
COMPANY]'s intention in forming the salt of [SUBJECT MATERIAL] which results 
from these reactions, to change its properties as a colorant. In response, the Agency 
concluded that synthesis of tnat material was a surface treatment whose purpose was 
to produce a physicochemical characteristic which was not the primary property of the 
[SUBJECT MATERIAL]. Thus, in its response to the earlier communication, the 
Agency was able to make the three determinations necessary for a material to be 
exempt from notification under 40 CFR §720.30(h)(7): 

1) the substance is formed from a chemical reaction that involves the use of a 
substance of the type described under 40 CFR §720.30(h)(7) (the types are: 
stabilizer, colorant, odorant, antioxidant, filler, solvent, carrier, surfactant, 
plasticizer, corrosion inhibitor, antifoamer or defoamer, dispersant, precipitation 
inhibitor, binder, emulsifier, deemulsifier, dewaterins agent, agglomerating 
agent, adhesion promoter, flow modifier, pH neutrahzer, sequesterant, 
coagulant, flocculant, fire retardant, lubricant, chelating agent, or quality control 
reagent or other chemical substance, which is intended solely to impart a 
specific physiochemical characteristic); 

2) the substance does not function to provide the primary properties that 
determine the use of the product or product mixture distributed in commerce, 
even though it may impart certain physicochemical characteristics to the 
product or product mixture of which it is a part; and, 

3) the substance is not itself the one intended for distribution in commerce. 
Although it may be a component of the product mixture or formulation actually 
distributed in commerce, it has no commercial purpose separate from the 
product mixture or formulation of which it is a component. 

The treatment of [SUBJECT MATERIAL] described in PC3345, however, can 
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under some circumstances lead to poor color quality after the material dries. You have 
identified as a problem a failure of the negatively charged material to intimately 
associate with the resins and polymers in the wet coating formulation, and consequent 
precipitation of the treated [SUBJECT MATERIAL] at a different rate from the rest of 
the formulation during drying, leading to uneven dispersion and poor color 
characteristics. To deal with this problem, as described in your current letter, [YOUR 
COMPANY] has determined that it can attach [SSSS] to the [SUBJECT MATERIAL] to 
enable good dispersion in aqueous material. The special value of attaching [SSSS] to 
the [SUBJECT MATERIAL] is that, once it is dispersed in the coating, it can be 
chemically changed by adding base to the coating mixture, eliminating the QQQQ and 
leaving [SUBJECT MATERIAL] with a surface coating of BBBB groups, which then 
react with water to produce uncharged 2-hydroxyBBBBB groups. Once the surface of 
the [SUBJECT MATERIAL] is uncharged, it will intimately associate with the resins 
and polymers in the wet coating formulation, and the color characteristics, upon 
drying, are improved. You now ask that the Agency agree with your interpretation 
that the production of the [SSSS] [SUBJECT MATERIAL], followed by conversion to 
2-hydroxyBBBBB [SUBJECT MATERIAL], is exempt from PMN notification, similarly 
to the material discussed in PC 3345, as a surface treatment whose purpose was to 
rroduce a physicochemical characteristic which was not the primary property of the 
lSUBJECT MATERIAL). 

The Agency disagrees. [SSSS] [SUBJECT MATERIAL] fails both conditions 2 
and 3, above. Based on your description, it functions to provide primary properties 
that determine the use of the product or product mixture distributed in commerce 
(charge-based dispersibility, followed by chemical conversion to an uncharged state), 
and it is itself the substance intended for distribution in commerce. 

You further asked whether the exemption at 40 CFR §720.30(h)(7) is, or is not, 
applicable to the [SSSS] [SUBJECT MATERfAL] in its possible reactions with water and 
otner nucleophilic groups in coatings systems, even tnough it was not the 
manufacturer's intent tnat such reactions occur and such reactions were not necessary 
for the material to function as intended. In either case, the exemption at 40 CFR 
§720.30(h)(l) for impurities would exempt such reaction products from PMN. The 2-
hydroxyBBBBB [SUBJECT MATERIAL] formed by addition of base to the coating 
mixture including [SSSS] [SUBJECT MATERIAL] would also be exempted from PMN 
requirements under 40 CFR §720(h)(7) as a substance formed when a precipitation 
inhibitor (the base) functions as intended. 

If you have any questions about this letter, please contact my staff member Dave 
Schutz on 202-260-8994. 

3870 

Sincerely, 

Roy Seidenstein 
Chief (Acting) 
New Chemicals Prenotice Branch 
Chemical Control Division- 7405 
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Mshhhhh 

Re: PC 3870 
Dear Ms hhhhh: 

This letter responds to your letter dated 23 November 1999 and sent to Dave 
Schutz of my staff, in which you asked that the Environmental Protection Agency 
("EPA"," Agency") agree with your view that a substance which you believe to be 
formed when your firm makes a mixture of other substances is exempt from the 
premanufacture notification ("PMN") requirements under §5 of the Toxic Substances 
Control Act ("TSCA") as described at 40 Code of Federal Regulations ("CPR") 
§720.30(h)(7) ("(h)(7)"). 

Your (h)(7) question relates to a CCCCC solution for use in silicon wafer 
eroduction. The active ingredient is [proprietary identity] add, buffered with a mix of 
lWEAK BASE] and [WEAK ACID]. It is your belief that some of the [base] in the 
solution forms a salt with the [proprietary identity] acid, forming some form of [SALT 
OF THE PROPRIETARY ACID]. You state that this salt formation, if it occurs, may 
increase solubility of the [proprietary identity] acid, but that it does not appear to 
increase the effectiveness of the mixtures for CCCCC, and you discuss the experiments 
you have done in support of that view. You have not stated explicitly, but it seems 
clear from your letter that there is no specific intent on the part of your company to 
manufacture the [SALT OF THE PROPRIETARY ACID]. You state that the formation 
of the [SALT OF THE PROPRIETARY ACID] is incidental to the buffering action of the 
[WEAK BASE)/[WEAK ACID] mixture, and that the [SALT OF THE PROFRIET ARY 
ACID] has no separate commercial value. 

The Agency has concluded that, based on the situation as you describe it, the 
[SALT OF THE PROPRIETARY ACID] is not manufactured for distribution in 
commerce as a chemical substances per se, and it has no commercial purpose separate 
from that of the mixture of which it is a part. The situation as you describe it fits within 
the terms of 40 CFR §720.30(h)(7), and therefore YOUR FIRM 1s correct that the 
exemption is applicable to the formation of the [SALT OF THE PROPRIETARY ACID]. 
However, if [SALT OF THE PROPRIETARY ACID] were intentionally imported or 
manufactured and commercially distributed in the United States as a chemical 
substance providing primary properties, then it would be subject to PMN reporting if it 
is not already listea on the Toxic Substances Control Act Inventory. 

If you have any questions on this matter, please contact my staff member Dave 
Schutz on 202 260 8994. 

Sincerely, 

Rebecca S. Cool, Chief 
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DearXXXXX: 
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New Chemicals Prenotice Branch 
Chemical Control Division, Mail Stop 7405 

Thank you for your letter dated XXXX, to Dave Schutz of my staff. Your letter asked 
whether 40 Code of Federal Regulations ("CFR") §720.30(h)(7) or (h)(6) exempts a CCCC used 
to strengthen XXXXXX pellets from premanufacture notification ("PMN") under §5 of the 
Toxic Substances Control Act ("TSCA"). The exemption at §720.30(h)(7) is unlikely to be 
appropriate unless the COMPONENT SUBSTANCES OF CCCC themselves are the providers 
of the binding function. Even if that is true, (h)(7) can be appropriate only if the CCCC forms 
during manufacture of the pellets. The exemption at §720.30(h)(6)is unlikely to be appropriate 
unless the shape of the pellets is critical to their use. However, based on the facts in your letter, 
it appears that the exemption at §720.30(h)(5) would cover a binder such as you describe. 

In your current practice, COMPONENT SUBSTANCES OF CCCC are added to 
XXXXX, extruded, and heat treated. During the heat treatment, the COMPONENT 
SUBSTANCES OF CCCC combine with each other and form CCCC, holding the XXXXX 
particles together in cylindrical pellets. Neither the CCCC nor any of its COMPONENT 
SUBSTANCES reacts with the XXXXX. XXXXX :XXXXXXXX XXXXXXX XXXXXX A 
detailed response to your questions follows: 

1. Can the XXXXX be exempted from PMN through the "incidental chemical" exemption 
at 40 CFR §720.30(h)(7)? 

As you noted, a 1994 Jetter from Joseph Carra, the then Deputy Director of the Oftlce of 
Pollution Prevention and Toxics, provides guidance on the exclusion found at 40 CFR 
§720.30(h)(7). This letter states that an excluded substance is one that meets the following three 
criteria: 

I) the substance is formed from a chemical reaction that involves the use of a substance of the 
type described under 40 CFR §720.30(h)(7) (those substance types are: (i) a stabilizer, 
colorant, odorant, antioxidant, filler, solvent, carrier, surfactant, plasticizer, corrosion 
inhibitor, antifoamer or defoamer, dispersant, precipitation inhibitor, binder, emulsifier, 
deemulsifier, dewatering agent, agglomerating agent, adhesion promoter, flow modifier, 
pH neutralizer, sequesterant, coagulant, flocculant, fire retardant, lubricant, chelating 
agent, or quality control reagent functions as intended, or (ii) a chemical substance, 
which is intended solely to impart a specific physicochemical characteristic]; 

2) the substance does not function to provide the primary properties that determine the use of 
the product or product mixture distributed in commerce, even though it may impart 
certain physicochemical characteristics to the product or product mixture of which it is a 
part; and, 

3) the substance is not itself the one intended for distribution in commerce. Although it may be 
a component of the product mixture or formulation actually distributed in commerce, it 
has no commercial purpose separate from the product mixture or formulation of which it 
is a component. 
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Your purpose in adding COMPONENT SUBSTANCES OF CCCC to the XXXXX 
appears to be as raw materials for the CCCCC. It is the CCCCC which has the intended purpose 
as a binder. As raw materials for the binder CCCCC, the COMPONENT SUBSTANCES OF 
ecce have neither any of the specific functions nor the general "physicochemical 
characteristic" function named in Criterion 1. Consequently, the exemption at §720.30(h)(7) 
will not apply in this case. 

Please note that even if you made the CCCCC outside of the pellets and added it to the 
XXXXX to form pellets, the exemption at §720.30(h)(7) would still not apply. Once you made 
the CCCCC outside of pellet extruder, the synthesis of the CCCCC and its addition to the 
pe llets would constitute distribution in commerce of a substance whose primary property was 
binding, so it would fa il Criteria 2 and 3. 

2. Can the cylindrical shape of the pellets allow the CCCCC to be exempted from PMN 
through the "article" exemption at 40 CFR §720.30(h)(6)? 

An article is defined in the PMN regulations as a manufactured item for which the shape 
or design is necessary to its function. 40 CFR 720.3(c) defines "article" as 

" ... a manufactured item (I) which is formed to a specific shape or design during manufacture, (2) 
which has end use function(s) dependent in whole or in part upon its shape or design during end 
use, and (3) which has either no change of chemical 
composition during its end use or only those changes of composition which have no commercial 
purpose separate from that of the article ... " 

You describe the cylindrical shape of the pellets and suggest that they should be 
considered to be "articles" as defined at 40 CFR §720.3(c). The "dependent in whole or in part 
upon its shape or design" exemption in the regulations is to exempt a specific shape or design 
necessary for end use function (for example, an automobile bumper must be formed to a specific 
shape to be able to be bolted to the frame of the automobile for which it is made, and it must 
bolt to the frame to serve its function). The cylindrical shape of your pellets may well be chosen 
for ease of manufacture, packaging, shipping, etc. At the least, to use this exemption, you need 
to be able to show that the function of the XXXXXX pellets could not be attained with a 
different shape. If you want to make such a claim, please contact us with details and we will 
discuss it with you. 

The "end use" exemption at 40 CFR §720.30(h)(S) appears to apply in this case. 

As you describe it, your binder is a chemical substance which results from a chemical 
reaction that occurs upon end use of another chemical substance, and which is not itself 
manufactured or imported for distribution in commerce or for use as an intermediate. Such 
substances are excluded from the PMN requirements at 40 CFR §720.30(h)(5). 

Similarly to the (h)(7) exemption, above, ifyou made the CCCCC binder outside of the 
pellets and added it to the pellets, the (h)(5) exemption would not apply because the synthesis of 
the CCCCCC and its addition to the pellets would constitute distribution in commerce. 

I hope this discussion adequately addresses your concerns. If you have remaining 
questions, feel free to contact Dave Schutz, of our staff, on 202-260-8994. 
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Sincerely Yours; 

Rebecca S. Cool, Chief 
New Chemicals Prenotice Branch 
7405 Chemical Control Division 

Re: Prenotice Communication 3904 

This letter responds t o your s sent 10 November, 1999 to 
David Schutz of my s t aff. In your letter you raised three 
issues for a consulting client: whet her premanufacture 
notificat i o n ("PMN" ) is requi red for a substance which is a sa l t 
of a ma terial already on the Toxic Substances Cont r ol Act 
("TSCA " ) Inven t ory of Chemical Substances ("Invent o r y") ; whe ther 
your client 's ability to r ely on t he "2 per cent ru le " for a 
polymer conta ining a monomer at jus t under two percen t by weight 
is lost when a subsequent chemical modification of another 
monomer which is a component of the polymer would raise the 
percent by weight of the fi rst monome r above two percent; and 
whether t he identity your client had assigned to a graft 
copolymer of [MATERIALS ) is correct . 

Question 1: your client makes a copolymer of [ 1111-a t e] 
and [ACID NAME] aci d . This substance i s on the Inventory. I t 
is soluble only in a limited range of solvents, and your client 
wants to sell i t as an aqueous solut ion . To make the mater ial 
soluble in water, t he client needs to convert t he acid to an 
ionized form . You gave as an example produc~ion of its ammonium 
sa l t, using ammonium hydroxide. You asked us to confirm that 
this salt formatio n provided a primary property of the material , 
and thus requires a PMN. 

You are correct . The Environmental Prot ect ion Agency (EPA , 
Agencyt has issued guidance, in the form of a June 29, 1994 
letter from Joseph Carra , Deputy Director of the Office of 
Pollution Prevention and Toxics (OPPT) on t he exclusion found at 
40 CFR §720. 30 (h) (7). In t he 1994 clarification, the Agency 
stated that an exc luded substance is one t ha t meets each of the 
following three conditions: 

1) the substance is f ormed f rom a chemica l reaction that 
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involves the use of a substance of t he t ype described under 
4 0 C FR § 7 2 0 . 3 0 ( h } ( 7 } ; 

2) t he s ubstance does not f unction to p rovide the primary 
properties t ha t determine the use of the product or product 
mi xture distributed in commerce , even though it may impart 
certain physicochemical cha r acteristics to t he product or 
product mixture of which i t is a pa r t; and, 

3} t he s ubstance is no t itself the one int e nded f or 
d i stribution in commerce. Although it may be a component 
of the product mixt u r e or f ormulation actually distributed 
i n commerce, it has no commercial purpose separate f rom the 
product mixture or formula tion o f wh i ch it i s a component. 

In response t o your q uestion t he Agency has determined t hat 
solubility constit ut es a p rimary property of t he materi a l under 
t he circumstances you describe, so t he material does not meet 
condit i on number 2 , and that the substance is i t self the one 
intended fo r distribution in commerce, so it does no t meet 
cond ition number 3. Thus, to be sold it must be on the 
Inve ntory or covered by an exemption (e . g . , low volume exemption 
or l ow r elease-low exposure exempt ion} . 

You not e that a competitor of you r client's is sell ing t he 
same acid and giving instruct ions t o i t s c ustomers on ma ki ng t he 
i dent i ca l sa l t to improve its sol ubility . You as k whe t her t hi s 
mea ns t h at the salt mus t be on t he Con f i dential Inven t ory . It 
ma y well not: as you d escribe t he situa tion, you r client ' s 
competitor i s not selling t he salt , only t he TSCA-lis ted acid . 
If the compet i tor's customer t hen makes the non - Inventory-listed 
salt under circumstances which are cove r ed by an exclusion 
(common e xc l usions are thos e at 4 0 CFR §§7 20. 30 (h ) ( 5} ( 11 end 
use 11

} , ( h } ( 6} ( 11 fo rms during manufactur e of a n article 11
} , or 

(h) (7) (sa l t format ion mee t ing the 3 c rite ria not ed above} , 
notif ica tion would not b e required. I have described t he (h ) (5) 
and (h) (6) exclus ions below: 

40 CFR §720.30(h } (5) excludes f rom PMN requi r ements any 
chemical subst ance whic h r esul ts f rom a chemica l rea c t ion that 
occurs upon end u se of a no t h er chemical substance, mixture , or 
article such as an adhes ive , paint, miscellaneou s c l ea nser or 
other house keeping p r oduct, fuel addi t ive, wa t e r softening and 
treatme nt agent, photog r aphic film , battery, mat c h , or sa fe ty 
f lare , and wh ich is not i tself manufactured or import ed f or 
distribution i n commerce or fo r use as an intermed i at e . The 
exclusion at 40 CFR §720 .30 (h ) (6} with rega rd to the fi n i shing 
process of an art icle exc ludes chemical substances that are not 
manu f actured for dist rib u t i on in commerce as chemical substances 
p er se and have no commercial pu rpose separate from the mixture 
or art icle of wh ich t hey may be a part. This excludes c hemica l 
s ubstances fo rmed when a subst ance reacts with o t her subs t a nces 
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upon end-use of those substances by a processor. Such end-u se 
reaction products should not be reported. 

Question 2: you asked whet her you r client ' s abi l ity to rely on 
t he "2 per cent rule" f or a pol ymer containing a monomer at just 
under t wo percent by weight is lost when a subsequent chemica l 
mod ificat ion of the other monomer which is a compo nent of the 
polymer would raise the pe rcent by weight of t he fi rst monomer 
above two percent . 

Your ability t o use t he 2% rule is not lost under these 
circumstances . You are a llowed to ca lculate for t he 2% r u le on 
a n "as c harged " or an "as incorpo ra ted" basis . If you calculate 
on a n "as charged" basis , you meet the requ irement s of the r ule . 
An " as charged" calculation i s appropriate in this case . 

Question 3 [THIS ANSWER BEG I NS WITH DISCUSSION OF NAMING WHICH 
INCLUDES CHEMICAL IDENT I TIES AND DOES NOT REFER TO (h) (7) ; IT 
HAS BEEN OMITTED ] t his is not nomenclatu re which is consistent 
wit h t he Ninth Collective Index (9C I) o f Chemical Abstracts 
Se r vice (CAS) nomenclature rules a nd conventions (this 
def initive guide t o CA nomenclature has been used since 1 972) . 
Fo r ma inta ining records for compliance with the polymer 
exempt ion from premanufacture no t ification under TSCA §5 , i t is 
appropriate to name materials using t he conventions of the 9CI . 
A chemical ma nufacturer can ensure t hat i t has the appropriate 
9CI name by r equesting the name from the Inv en tory Expert 
Service of the Chemica l Abst racts Service. 

If you have any remaining q uest ions on t his matter, please 
contact Dave Schutz o f my staff on 202 - 260-8994 . 

Sincerely, 

Rebecca S . Cool , Chief 
New Chemica l s Prenotice Bra nch 

3999 

Mr. fffff 

PC3999 
Dear Mr. fffff : 

Tha n k you for your letter dated May 19, 2000, to Dave 
Schut z o f my staff. Your l etter asked wh ether your client ' s 
products are exempt from premanufacture no t ificat ion ( " PMN" ) 
und er §5 of t he Toxic Substances Control Act ( " TSCA" ) eit her 
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under the provisions at 40 Code of Federal Regulations ("CFR") 
§ 720.30(h ) (7) o r as a sta tuto r y mi xt ure. Based on you r 
description, your client ' s ma t e rials appear to mee t t he Agency's 
criteri a f or statut o r y mix t ures. 

You describe your client's pract ice as f ollows: you r client 
makes t wo p rod uc t s. In each, two [MINERALS ) s are mixed wi t h two 
[SURFACTANT MATERI ALS]s. The [SURFACTANT MATERI ALS]s int e r act 
wi t h t he [MI NERALS ) s by sur f ace absorption and ion exchange , and 
this is shown by t he presence o f [A SALT] in the s upernatant . 
The products are used t o t hi cken o r ganic l iqu i ds. Th e minerals 
are hydrophilic, and you r c lie nt's intent in adding t h e 
[SURFACTANT MATERIALS]s is t o coat t h e surface of the minera l s 
and mov e them towards hydr ophobi city . You stat e t ha t a mi xt ure 
of [MINERALS)s works bette r t han either [MINERALS] by i tsel f 
beca use t he [M INERALS]s pack poor ly together , similarly a 
mi xture of [ SURFACTANT MATERIALS]s d i sperses better t han eit her 
by itself . Othe r surfact an t s cou l d se r ve t he purpose , but t hose 
c hosen are inexpensive . 

TSCA r e q ui res p remanufact u r e notice for chemical 
s ubst a nces, r at her than for mix t ures of chemi cal sub s t ances . 
Mixtures a r e not listed on the Invent ory, nor are they subject 
to PMN. An y ind i v i dual component of a mixtu re is required t o be 
list ed on t he Inve ntory. The Agency defines ' mixture' at 40 CFR 
§ 720.3(u): 

(u) Mixture means any combination of two or more chemical substances if the 
combination does not occur in nature and is not, in whole or in part, the result of 
a chemical reaction; except "mixture" does include (1) any combination which 
occurs, in whole or in part, as a result of a chemical reaction if the combination 
could have been manufactured for commercial purposes without a chemical 
reaction at the time the chemical substances comprising the combination were 
combined, and if all of the chemical substances comprising the combination are 
not new chemical substances, and (2) hydrates of a chemical substance or 
hydrated ions formed by association of a chemical substance with water, so long 
as the nonhydrated form is itself not a new chemical substance. 

Additiona l ly, the Agency has defined some surface 
treatment s of c hemi cal substances as c r eat ing "statutor y 
mix t ures", for which PMNs are not requi r ed . Wi th the t e r m 
"su r face t reat ment " the Agency generally mea ns the process of 
chemically treat ing the sur f ace of a subst ance, the subst rate, 
wi t h anot he r substa nce so as t o enhance some ph ysical property 
of t he sur fa c e of the s ubstrate or to impart c hemi cal reactivity 
to t he surface (i.e., to functionalize the su r fa c e chemically) . 
The sur face-t r eating s ubstance adheres to the s u rface by va n der 
Waal's fo r ces, ion i c bonds or cova l ent bond s. I f t he substance 
onl y alters a physical characteri st i c, and if t he combinat i on i s 
no t stoi chiometric, t hen t he combinatio n o f t he sur face 
treatment s ubstance and the s ubstrate is considered t o be a 
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mix ture of t wo substances, each requi r i ng i ts own I n ventory 
l is t ing . I f, however , t he surface treatment i s intended to 
impart chemi ca l reactivity or creates a stoichiometric 
subs t ance, t he react ion product is r equired to be on the 
Invent ory . 

An example we have give n for t his policy is the follow ing 
r eact i on : 

Me 

-OH -O-SiC10H21 
silica + ClSiMe2ClOH2 1 ----> silica 

-OH Me 

silica s urface hydrophobic silica 

In this example , t he s ilica surface was modified by a 
chemical react ion to int roduce a materi a l o nto t he outermost 
layer o f the s ilica , cont ributing t he propert y o f hydrophobicity 
to the silica without c ha nging t he b ul k properties of the 
s ilica . This t ype of react ion is usually no t stoichiometri c a nd 
would not be r eportable under TSCA . 

Your l etter s t a t es that you r client's intention is t o 
enha nce a ph ys i cal propert y o f t he substances, r ather than to 
i mpa rt c hemi ca l react ivi t y , a nd you have tol d Mr . Schutz on the 
phone tha t t he combination is not stoi ch i ometric. Based on t his 
charact eri zat i o n the Agency has de t e r mined that t he subst ances 
should be consider ed statutory mixt ures . Since t hey are 
cons i dered mi xtu r es r a the r t ha n c hemi cal sub s t a nces , t hey do not 
me ri t considera t ion fo r the e xe mpt i o n at 40 CFR §720 . 30(h) (7). 

I hope t hi s d i scussion adequat ely addresses your concerns. 
I f you have r ema ining ques t i ons, feel free to con t act Dave 
Schutz , of ou r s t aff, o n 202-260-8994 . 

4011 

Mr . cccc c 
Cor por a tio n 

Sincerely Yours, 

Rebecca S . Cool, Chief 
New Chemicals Pre notice Br anch 
7 405 Chemical Con trol Division 
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Re : PC 4011 

Dear Mr . cccccc: 

Thank you for your facsimile sent 26 July 2000 to Dave 
Schutz, of my sta ff . You asked for Agency a g reement tha t a sal t 
formed in a [yo u r firm ] product mixture does not cons t i tut e a 
new substance requi ring premanufacture notification ("PMN" ) 
under §5 o f the Toxic Substances Control Act ( "TSCA" ) . 

You have expla ined your s i tuation both in you r facsimi l e 
and in subsequent conversat ions with Mr . Schutz. I t is as 
follows : you make a product mixture. The component of t he 
mixture which provides its primary propert y is a film-forming 
resin . The p rod uc t mixture a l so incl udes a strong organic acid 
whic h f unctions to lower t he temperature at which crosslinking 
r eactions occur , and an organic amine whose purpose is t o 
stabilize the solution . You are aware tha t t he acid and amine 
will neutralize , fo rming a salt . The acid a nd t he amine are not 
mixed together before t hey are separa t ely introduced into the 
mixture . The sal t is not t he source of .t he des i red propert ies of 
the mixture . You asked t hat t he Agency concur with your belief 
that the sa l t me t the condit ions fo r exempt ion from PMN unde r §5 
of the TSCA described at 40 Code of Federal Regu lations ( "C FR " ) 
§702.30( h) (7) . 

A 1994 letter f rom Joseph Carra , t he then Deputy Director 
of the Office of Pollution Prevention a nd Toxics , provides 
gu idance on the exclusion fo und at 4 0 CFR §7 20 . 30 (h ) ( 7) . This 
letter states that an excl uded s ubstance is one that meets t he 
following three c r ite r ia: 

1) t he substance is formed from a chemical react ion that 
involves t he use of a substance of t he t ype described under 
40 CFR §720 . 30(h) (7) functions as intended [those substance 
t ypes are : ( i) a stab ilizer, color a n t , odorant , 
antioxidan t , filler, solvent, carrier, surfactant, 
plasticizer , corrosion inhib itor, a n tifoame r o r defoamer, 
di?persan t , precipitat i on inhib i tor , binder , emulsi fie r, 
deemulsi fi e r , dewat ering agent , agglomerating agent, 
adhesion p romot e r , flow modifier, p H neutra l izer , 
sequesterant, coagulant , flocculant, fi re retardant, 
lub r i cant, chelating agen t , or quality control reagent or 
(ii) a chemical s ubstance , which is intended solely to 
impart a specific p hysicochemica l characteristic ]; 

2) the s ubstance does not f unction to provide the primary 
p r operties t ha t determine t he use of the product or product 
mixture d ist ribut ed in commerce , even though it may impart 
certain phys icochemical characteristics to t he p rod uc t or 
product mixture of which it is a part; a nd, 

3) t he substance is not itself the one intended for d i stribution 
in commerce. Although it may be a component of the product 



mixture or formulation actually dis tributed in commerce , it 
has no commercial purpose separa te f r om the product mixture 
or formu lation of which it is a component . 

You have identified you r p urpose s in addi ng t h e a mine a nd 
the ac i d to the mixt ure, and stated t ha t the salt is incidental 
to those p urposes . Based on your desc ription, the salt appears 
to meet all three criter ia identified above , and is 
appropriate ly exempted under §720 . 30(h) (7) . You said in your 
letter that the amine and acid may be made up into stock 
solutions : s uch stock solutions must not be solut ions of the 
amine p lus the acid (that is , of the sa l t) - addition of the 
salt to the rest of the mixture would const i tute commercial use 
of the salt and it would be subject to PMN . 

I hope t his d iscussion adequately addresse s your concerns . 
If yo u have remaining quest ions , feel f ree to contact Dave 
Schutz , of our staff , on 202-260-8994 . 

4067 

Sincerely Yours , 

Rebecca S. Cool , Chief 
New Chemi cals Prenotice Branch 
7 405 Chemical Control Division 

Ms [LETTER WRITER ] 

Re : Prenotice Communication 4067 

Dear Ms [LETTER WRITER] : 

This letter responds to your letter of 17 April , 1998 , 
resent to David Schutz of my staff on 22 November 2000 . In your 
letter, you requested an official Agency response on the 
appropriateness of your company ' s belief t ha t certain salt 
substances found in [Your Firm) products can be exempt f rom 
I nven t ory listi ng under 40 Code of Federal Regu lations (CFR) 
§720 . 30 (h ) (7) . 

As you noted , a 19 94 letter from Joseph Carra , the t hen 
Deputy Director of the Office of Pollution Prevention and 
Toxics , prov ides guidance on the exclusion found at 40 CFR 
§720 . 30{h) (7) . This letter states that an excluded substance is 
one that meets the following three criteria : 
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1) the substance is fo r med from a chemical reaction 
tha t involves t he use of a substance o f the type 
described under 40 CFR §720.30(h) (7) [ those s ubstance 
types a re: ( i) a stabili zer , colorant, odorant , 
a nt i oxi dant, f iller , solvent , ca rr ier, s u rfactant, 
p l ast i c i zer, corrosion inhib i tor , an ti foame r or 
defoamer, dispersant, precipitation inhi b i tor, binder, 
emul s i f i er, deemul s if ier, dewatering agent , 
agglome r a ti ng agent, adhes i on p romoter , flow modifier, 
pH neutra li ze r , sequesterant, coagul a n t , floccula nt, 
fi r e re t ardant , lubri cant, chelat i ng agen t , or q uali t y 
cont r ol reagent ] and whi c h functions as i n tended, or 
(ii) a chemical subst ance , which is intended sole l y to 
i mpart a specific phys i cochemica l characteristic . 

2) t he s ubstan ce does not function t o provide the 
pri mary p r opert i es tha t de t e r mine t he use o f the 
produc t o r product mixture d istribut ed in commerce , 
even t hough i t may i mpa rt certain p hysicoch emical 
c haract e ri s tics to t h e product or product mi xture o f 
wh ich i t is a part; a nd, 

3) t he substance i s not i tse l f the one int ended for 
distr i bu t ion in commerce. Al t hough it may be a 
component of the product mixt ure or f ormu latio n 
act ually distributed i n commerce, i t has no commercia l 
purpose sepa r a t e f r om t he p r oduct mixture or 
f ormu l ation of wh i ch it i s a component. 

In general , in responding t o your request , if a s ubst a nce 
o n wh ich you r equested guidance mus t be in salt fo r m fo r [ Your 
Fi rm ) o r its customers to use it a t a ll , we have de t e r mined tha t 
it is reportable , but if t he salt i s formed only to facilita t e 
t he s u b stance ' s use or as an incidenta l resul t of the p r esence 
of other s ubstan ces and is not requ i r ed for the substance t o 
fu l fi l i t s pr i mary purpose it need not be r eport e d . We also wan t 
to c l arify t h e ef f ect o f criterion 3 , above : if a ma t e r ial is 
made separate l y f r om a mixture a nd t hen added to t hat mixture, 
t ha t i s "di stri bu t ion in comme rce" as t he term is us ed in TSCA 
(t he r e a r e a few s i t ua t i ons in which making a ma t e rial 
separat ely may no t tr i gger a report i ng r equiremen t.) Th is 
l e tte r will discuss you r substances in t he order you present ed 
t hem. 

1. Reaction between acids and bases -Addition of basic 
[INDUSTRIAL PROCESS] additives to acidic solution. 

You desc r ibe s i tuat i o n s in which organic bases are added to 
a [INDUSTRIAL PROC ESS ) solut i o n in wh i ch a low pH has been 
obtai ned by add i t ion of a s t rong aci d. The base is t hus 
protonated, b u t i t woul d be solub l e whethe r or not t he p H was 
l owered - t he pH adj ustment was underta ken ei ther to make 
so lub l e another component of t he [I NDUSTR I AL PROCESS ] solut ion 
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or to make t he solution compatible with the pH of a solution to 
which i t will be added. You stated your position that in t his 
case the reaction between t he strong acid and the amine d oes no t 
resul t in a substance which func t ions to provide a primary 
propert y of the product. Based on t he facts as you have 
described t hem, the Agency agrees tha t the protonated base 
satisfies a l l three conditions i dentifi ed in t he Carra l etter . 

2. Reaction between acids and bases -Neutralization of [BASE] 
with [ACIDl]and [ACID2]. 

You descr ibe a formulation of [BASE ], [ACID 1 ] , [ACID 2] , 
and [XXXX] in water , used to clean pri nted circui t boards. You 
e xpect that [ BASE] [SALT 1 or 2 ] may form , b u t state that 
nei ther serves a ny function in the product. Based on the facts 
as you have described t hem, the Agency agrees that any [ BASE ) 
[SALT 1 or 2 ] fo rmed satisfy al l t h r ee condi tions identi f i ed in 
t he Carra l etter, and need no t be t he sub jects of PMN due to 
t his synthesis . 

3. Reaction between acids and bases - Acid and base reaction in 
multicomponent solution. 

You describe a number of [ Your Firm] [INDUSTR IAL PROCESS] 
bath additive products in which weak acids are partially or 
full y neutralized with base. These weak acids funct i on as 
b uffers and may in some cases a l so f unction as chelat ing agents 
wi t h met als in t he [INDUSTRIAL PROCESS ) bath. You state that the 
aci d base reactions which occur in these fo rmula t ions produce an 
often bewi l dering variety of substances which do not f unction to 
provide the pri mary properties of the [INDUSTRIAL PROCESS ] ba th 
products . The Agency agrees with your position t hat t he acid 
base reaction products which are f ormed are incidental t o t he 
prepa r at i on of the [INDUSTRIAL PROCESS] bath addi tive and that, 
in t he absence of specific intent to manufacture a non-Inventory 
substance for a p urpose other than as a buffer or chelator, the 
(h ) (7) exemption applies to these materials. 

4. Reaction between acids and bases -Addition of ammonia to 
partially neutralized weak acids . 

You describe addition of ammonia to t he [IN DUSTRIAL 
PROCESS] bat h additive products described above. The ammonia 
functions as a liga nd f or [METALS] in the bath . It i s 
reasonable t o expect that, when the ammonia is p r esent with 
partially neutralized weak acids like those d i scussed in (3) , 
above , that ammoni um salts wi ll f orm, howeve r the intended 
func t ion of the ammoni a i s not as a neutralizer fo r the acids; 
it is as a ligand. In fact, the ammonia must d i ssociate from 
the acid to function as a ligand. The sa l ts do not provide any 
desired propert ies in the solut i on . The Agency agrees with your 
·position that s uch salts mee t all three of the c riteria 
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iden tified in the Carra letter and are exempt from 
premanufacture notice under section 5 of TSCA . 

5. Reaction between acids and bases - Acid and base premixed to 
aid in metering performance additives. 

You describe several p roducts whi c h are i n tended as 
perfo rmance additives (EXAM PLES) for [INDUSTRIAL PROCESS] baths . 
The materials you are interested in delivering to the 
[INDUSTRIAL PROCESS] baths are organic substances which include 
an acidic group , and which need to be added to the [INDU STRIAL 
PROCESS] bath in small a nd measured quantities . These materials 
are somet imes not very solub le . To facilitate adding these 
performance additive materials in small and exact amounts, you 
make aqueous premixes of the mater ials. Ei ther to speed the 
dissolution of the mate rials or to e nable the materials t o 
dissolve f ully , your company often adds base to the premixes. 
This makes the material s into h ighly soluble salts , which are 
then metered into the [INDUSTRIAL PROCESS] baths . You state 
that the materials may or may not remain in salt form when in 
the final [INDUSTRIAL PROCESS ] solutions ; it ' s not important to 
product performance . The materials could be added as neat dry 
acids , measured by weight , and the salt formation is incidental 
to allowing them to be metered as liquids . You stated your 
company ' s belief that, since t he primary properties of t hese 
mat e ria ls were as per f ormance addit ives and these prope rt ies in 
no way depended on their havi ng been made into salts , t hey we re 
exempt from premanufacture notificat ion t hrough 40 CFR 
§720 . 30 (h) (7) . This i s not correct . These materials are being 
manufac tured separately from the [INDUSTRIAL PROCESS) baths to 
which they are intended t o be added , consequently they fail the 
third criterion of the Carra letter and are themselves the 
materia l s being distributed in commerce when they are metered 
into the [INDUSTRIAL PROCESS] solutions . Additionally, you note 
that "an equivalent o r more of base" i s added - whe n the 
stoichiome t r y of t he react ion is a cons i dera t ion it strongly 
suggests that an (h) ( 7} exclusio n is not appropriate . 

6 . Reaction between acids and bases - Acid and base premixed to 
aid in accurate measurement and to enhance solubility in 
formulations. 

For the reasons discu ssed above - separate manufacture -
these materials fail t he third criterion of the Carra letter . 
Since t he materia ls mus t be in salt form t o be soluble in the 
mixture to serve their func t ion, t h is case f ai ls t he second 
criterio n as well - the s ubstance does in this case f unct ion to 
provide the primary propert ies t hat determine the use of t he 
product or product mixture. 

7 . Reaction between acids and bases - Acid/base reactions to 
enhance solubility of formulations 
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Since the mat erials must be in salt f orm to be solub le in 

t he mixt ure to se rve their function, this case fails the second 
cri t e rion above - t he substance does in t his case ( like tha t in 
#6) funct ion to prov i de t he prima ry propert i es t hat determi ne 
the u se of t he product o r p rod uc t mixture . 

8. Reaction between acids and bases - Neutralization of 
[ACID]acid with sodium hydroxide 

For the reasons d iscussed at #5 - separa t e manufact u r e -
th is ma t e rial fails the third crit erion in t he Ca rra lett e r. 

9. Reaction between acids and bases - Neutralization of [BASE 
3] . 

I noted ear lier in this lett e r t hat ma king a material 
separa t e l y may not trigger a repo r t ing requirement in certa in 
limi ted circumstances. You have described a s ituation which is 
similar e nough to one of those circumstances that it ' s worth 
s howi ng t he distinction in detail: you describe neutralization 
o f [BASE 3] wh ich is done fo r t wo p urposes : to reduce the vapor 
pres sure/comb ustibility of t he material for transport , a nd t o 
enhance the so lubility of the mate r ial when it is added t o t he 
int ended p r oduct mixt u r e . The Agency has i n t he pas t a llowed 
t he (h) (7) exclusion to cover p H ad jus t ment of a material 
(resul t ing in salt forma tion) for transport, whe n that 
adjustment was fo r t he p u r pose of meeting a Department of 
Transportat i on r equi remen t on transport of hazardous materials 
a nd the original ma t e ria l was reconstituted a fter t he salt was 
received . The situation you have descr i bed here does not fi t 
t hi s scenario - there is no intent to recons titu te t he original 
material, rat her t he sal t is used , and i ts sol ubility is 
imp roved when added to t he intended prod uct mixt ure. Thus , for 
t he r easons d i scussed a t #5 - separ at e manufact ure - t h is 
mat e ria l fails the t hi rd criterion in t he Carra l etter. 

10. Reaction :between acids and bases: reaction of [BASE 4] with 
Acid 

You describe [You r Firm] ' s import a t ion for use in 
[INDUSTRI AL PROCESS ] baths of solutions of [ACID]acid which have 
been p H ad justed before import with, in one case, potass ium 
hyd rox i de and sul f uric acid a nd , in a second case , with 
potass ium hydrox ide f ollowe d by a l ater addition i n t he US of 
sulfuric aci d . You state tha t the des i red property of t he 
material is the chelat ing propert ies of t he [ACID] acid when 
added to the product , not any property specific to the salts 
f ormed when ma king i t s p H compatib l e wi t h t hat of the 
[ INDUSTRIAL PROCESS] bath . This material need no t be notified 
before manufacture : if a new chemical s ubstance is fo r med when a 
p H adj uster is included in a p roduct and f unctions as i ntended , 
and the pH adjuster is not the substance itself , the substance 
fo rmed is exc lud e d from PMN a t 40 CFR 720.30 (h )(7) . 



-27-
11 . Reaction between Acids and Salts: Addition of an Organic 
Acid to an Acidic Formulation 

You descri be the addition of [salts] to very acidic 
[I NDUSTRIAL PROCESS] bat h fo rmu lations. The sa l ts are solid , 
ne utra l mater ials , thus easy to handle . These material s 
f unct i on as [ i mprove the propert ies ] in the [I NDUSTRIAL PROCES S] 
baths , and you state t hat their func tion is the same whether 
they are in free acid or salt form , so it is your view that the 
convers ion from salt to acid does not provide a primary 
property . You asked that the Agency confirm your belief that , 
under t he criteria of the (h) (7) e xemption , t he e xpected 
fo rmation of an acid in the [INDUSTRIAL PROCESS] bath from one 
of these salts is not sub j ect to the PMN reporting requ irement . 
Based on the situation you have described, yo u are correct t hat 
you have no PMN ob ligation for t hese acids, however it is no t 
the (h ) (7) exemption whic h excuses you . The (h) (7) exempt ion 
covers subs tances fo rmed due to t he use of a p H neutralizer , 
however this acid , if a non-Inventory subs t ance , forms at very 
low pH levels and cannot be seen as in the "neutral u range . 
Furthe r , the acids , by your description , provide the same 
primary property as i s provided by the salts - t heir function is 
not d imini s hed by conver sion to acids . The exemption at 40 CFR 
§720 . 30(h) (5) , however, exc ludes from PMN requireme n t s any 
c he mica l substance wh i ch result s from a c hemical react ion t ha t 
occurs upon end use of another c he mical substance , mixt u re , or 
art i cle , and which i s not itself manufactured or impo rted for 
distribut ion in commerce or for u se as an intermediate . Since 
use of the salt in the [INDUSTRIAL PROCESS] bath is it s end use , 
and the acid is not inte ntionally manufac tured in this case , 
based on the (h) (5) exemption , these materials are not s ubj e ct 
to the PMN reporting r equireme nts . 

12. Chelating Agents and Metals 

You have describ e d several situations in which c helating 
agen t s are i ncorpora t e d into formulations for t he [INDUSTRIAL 
PROCESS ] i nd ustry . These formulatio ns contain metals , and i n 
some of your e xamples you expect the metals to be chelated at 
least to some e xtent by the agents in the formulat ion s as 
shipped by your company . In no case i s chelation of metal by 
the agents sought before the material i s added to the 
[INDUSTRIAL PROCESS] bath , but you are aware that chelation will 
i n some cases occur . In all cases , the chelating agents are 
i ntended to p rotect meta l s from precipitating out of the 
[I NDUSTRIAL PROCES S] bath s b efore they coat articles in t he 
bat h s . Your compa ny ' s view has b een t ha t the absence of int ent 
to chelate t h e metals in t he formulation s as they are s hipped 
from you r facilitie s, and before they are added to the 
[I NDUSTRIAL PROCESS] baths , removes the chelating agents from 
the purview of Section 5 of TSCA under the exemption for 
chelating agents at 40 CFR §720 . 30(h) (7) . Your customers are 
not buying the materia l based on the p resence of metal -chelate 
complexes in t he formulations as received. Based on t he 
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situat ion as you describe i t, you a re cor r ect that there is no 
need fo r a PMN because the metal-chelate complex neither 
provides p rima r y properties that determine the use of the 
product , nor is it itself t he substance intended for 
distr i bution i n commerce, a nd i t involved a chelating agent 
f unctioning as int ended, so is e xempt under 40 CFR 
§720.30(h) (7) . 

13. Interactions of Weak Chelating Agents with Metals 

You describe use of so-called "weak" c hela ting agents in 
[INDUSTRI AL PROCESS] bath formulations. These ma t erials are 
intended to serve several f unct ions, including che l at i on o f 
metals as well as, [PROCESS I MPROVEMENT FUNCT I ONS], e.g., in the 
[INDUSTRIAL PROCESS] baths. The f ormulations sent f rom your 
company to the [I NDUSTRIAL PROCESS] users are no t int e nded to 
contain metal - chela t e complexes, t hough you a re aware that they 
form i n some cases . Your c ustomers are not buying t he material 
based on the presence of metal-chelate complexes in the 
formulations as received . And you suggest tha t t his is an 
example of a chelating agent functio ni ng as intended, thus 
e xempt from PMN under the exempt ion fo r c helating agents at 40 
CFR §7 20 . 30 (h) ( 7) . Based on the situation as you describe it , 
you are correct that t her e is no need fo r a PMN because t he 
metal-chelat e complex ne i t her provi des primar y propert ies t hat 
de t ermine t he use of the product, nor is it i t self the s ubstance 
intended for distribution in commerce , and it involved a 
chelating age n t functioning as inte nded, so is exempt under 40 
C FR § 7 2 0 . 3 0 ( h ) ( 7 ) . 

14. Metal Salt and Chelating Agent Pre-mixed 

You describe several aqueou s based product s which are 
intended as performance additives for final [I NDU STRIAL PROCESS] 
bat hs. The materia ls you are int eres t ed in delivering t o t he 
[INDUSTRIAL PROCESS ] bath s are met al salt s which need to be 
added to the [INDUSTRIAL PROCESS] bath in small a nd measured 
q ua n t i t ies . To fac ilitate adding these per f ormance additive 
materials in small and exact amounts, you ma ke aqueous premixes 
of the materials. To speed t he dissolution of t he materials, 
your company often adds a c helator (XXX) t o t he premixes. This 
enab les the salts to be metered into t he [INDUSTRIAL PROCESS ] 
bat hs. You state t ha t the materials may or may no t remain 
chelated when in t he final [ INDUSTRIAL PROCESS] solutions ; it 's 
not important to pro d uct performance. The materials could be 
added as neat dry salts , measured by weigh t , and the chelation 
is incidental t o a llowing them to be metered as liquids. You 
stated you r company 's b elief that, since the pr imary properties 
of these mate ria l s were as per f ormance additives and t hese 
properties in no way depended on their having been chelated, 
they we re exempt from premanu f acture not ification through 40 CFR 
§72 0. 30 (h ) ( 7 ) . This is not corr ect . You are met e ring these 
chelated materials (for ease in measur ement ) , so you have inten t 
t o make them . These materials are b eing manufactu red separatel y 
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from t he [INDUSTRIAL PROCESS ] baths to which t hey are int ended 
to be added , consequently they fail the third criterion of the 
Ca r ra let t er and are themse l ves the materials being d i stributed 
in commerce when they are met ered into the [INDUSTR IAL PROCESS] 
so lutions . 

15. Che1ating Agent Used to Prevent Precipitation of Metals 
from a Formulation Solution 

You have described several situat i ons in which chela t ing 
agents are used to keep metals in a formu lat ion solution from 
prec i pitating between p reparation of the sol u t ion and 
incorporat ion into a [INDUSTRIAL PROCESS] bath. These 
s i tuations differ from #14 , above, in t ha t the me t al-chel ate 
complex is not being made for a purpose (in #14, ease of 
precision metering) other t ha n simpl e keeping t he me t al in 
solution . The si tua tion s you describe as Examples 1-3 do not 
d i ffer from each other in ways wh ich are i mpor t ant for this 
determination : as you have described t hem, they are cases of 
chelating agents functioni ng as inte nded and they meet all t hree 
criteri a identified in the Carra letter . Each is exempt from 
PMN unde r the (h) (7) criteria. 

16. Assembly of Weak [TTTT] Complex in Solution and 17. Assembly 
of [rrrr] Complex in Solution 

You have identified t wo situations each invo lving the 
preparation of a formu l ated [INDUSTRIAL PROCESS ) bat h additive . 
In each case , you expect t ha t a complex between a me t al and 
ot her components of the [INDUSTRIAL PROCESS ] bat h additive will 
form , but t he intent i s to produce a [ INDUSTRIAL PROCESS ] 
additive wi t h end- use funct i ons , ra ther than to form a 
particular complex . The complex is no t isolated in ei ther case , 
nor can i t be c l earl y identified. Your p os i t i on has been t ha t 
the complex fo rmat ion i n each formulation is incidenta l t o t he 
p repara t ion of the [ INDUSTRIAL PROCESS] bath addi t ives, that 
there i s no part icu lar intent to make these complexes , but t ha t 
t hese additives optimize t he performance of the [I NDUSTRI AL 
PROCESS) bat h additives, a nd t hat t he (h) (7) exemption is 
appropri ate . Though you have no t asserted tha t the complexing 
material fits any o f the specific categories o f exemptabl e 
materials i dentified at 40 CFR 720.30( h ) (7) ( i ), each can be seen 
as fitting at 40 CFR 720.30 (h ) (7) (ii ) as a chemical s ubstance , 
which is intended sol ely t o impa rt a specific p hysicochemical 
c haract e r istic . Thus , you are correct that PMN is not required 
for these complexes . 

I hope t his d i scuss i on adequa t ely addresses your concerns. 
If you have remaining q uestions, feel f ree t o contact Dave 
Schut z on 202 - 260-8994 . 

Sincerely Yours , 
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Rebecca S. Cool , Chief 
New Chemicals Prenotice Branch 

41 53 

tv1r. YYY 
Re: PC-4153 

Dear Mr. YYY: 

This letter responds to your letter dated 22 May 2001, and re-sent by [uuuu] of your office on 4 
June 2001, in which you asked that the Agency provide a written opinion on whether the [OOO][NNN} 
salts, as made by a client of your firm, are exempted from premanufacture notice ("PMN") requirements by 
40 Code of Federal Regulations ("CFR") §720.30(h)(7) ("(h)(7)"). 

In your letter, you state that, even if the (h)(7) exemption does not apply, your client had believed it 
applicable and would, if notice is required, expect to submit the PtvfN under the provisions described in 
EPA's June 29, 1994 letter of clarification on (h)(7) sent by Joseph H. Carra, the then Deputy Director of 
the Office of Pollution Prevention and Taxies ("the Carra letter"). 

You describe your client's situation as follows: your client makes Oii]polymer formulations. Large 
vessels containing product are replenished from "make-up" tanks- and in those make-up tanks [000] has 
been used since the 1950s, originally to control cross-linking in the polymerization reaction, and more 
recently to provide a [COLOR] color expected by buyers of the material. The pH in the make-up tanks is 
raised with potassium hydroxide before the material is added to the large vessels, and as a result some or all 
of the [OOO]is converted to the [OOO][NNN] salts. The pH is raised for purposes unrelated to 
conversion of the (000] to its [NNN]salts - you said that it is to avoid "shock'' to the material in the larger 
vessels when the make-up solution is added. And you state that there is no commercial purpose being 
served - now or ever - by the presence of the (000] salts in the make-up material, that the salts are formed 
as a result of pH adjustment independently of and subsequent to the (000] role in terminating 
polymerization reactions. 

You asked that the Agency concur with your belief that the salt met the conditions for exemption 
from premanufacture notification ("PMN") under §5 of the TSCA described at 40 Code of Federal 
Regulations ("CFR") §702.30(h)(7). Based on the situation you have described, and assuming that the 
desired color is a function of [000) rather than of its salts, you are correct that the [000] salts need not 
be the subject of premanufacture notice, and that they meet the criteria for exemption under (h)(7). The 
Carra letter provides guidance on the exclusion found at 40 CFR §720.30(h)(7). This letter states that an 
excluded substance is one that meets the following three criteria: 

1) the substance is formed from a chemical reaction that involves the use of a substance of the type 
described under 40 CFR §720.30(h)(7) and which functions as intended [those substance types are: 
(i) a stabilizer, colorant, odorant, antioxidant, filler, solvent, carrier, surfactant, plasticizer, corrosion 
inhibitor, antifoamer or defoamer, dispersant, precipitation inhibitor, binder, emulsifier, 
deemulsifier, dewatering agent, agglomerating agent, adhesion promoter, flow modifier, pH 
neutralizer, sequesterant, coagulant, flocculant, fire retardant, lubricant, chelating agent, or quality 
control reagent or (ii) a chemical substance, which is intended solely to impart a specific 
physicochemical characteristic]; 

2) the substance does not function to provide the primary properties that determine the use of the product 
or product mixture distributed in commerce, even though it may impart certain physicochemical 
characteristics to the product or product mixture of which it is a part; and, 

3) the substance is not itself the one intended for distribution in commerce. Although it may be a 
component of the product mixture or formulation actually distributed in commerce, it has no 
commercial purpose separate from the product mixture or formulation of which it is a component. 
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You have identified your purposes in adding the [000] and the potassium hydroxide to the 

mixture, and stated that the salt formation is inciden tal to those purposes. You state that the salt is not the 
source of the desired properties of the mixture. Based on your description, the salt appears to meet all three 
criteria identified above, and is exempt under §720.30(h)(7). 

I hope this discussion adequately addresses your concerns. If you have remaining questions, feel 
free to contact Dave Schutz, of our staff, on 202-260-8994. 

422 6 

Sincerely Yours, 

Rebecca S. Cool, Chief 
New Chemicals Prenotice Branch 
Chemical Con trol Division (7405) 

Mr. WWWWW 
Re: Prenotice Communication 4226 

Dear Mr. WWWWW: 

This letter responds to your letters of September 26, 200 I and November 2, 2001, sent to 
Mr. Charles Auer, Director of the Chemical Control Division in the Office of Pollution 
Prevention and Toxics (OPPT). Your September letter asked for clarification of the status of 
several products made in the course of manufacturing "prepregs", which are flexible 
combinations of fabric, fiber and impregnated resins which can be formed to a shape and cured 
for strength and rigidity. Your client, [CLIENT] Corporation, considered its activities in 
manufacturing prepregs exempt from new chemical notification to the Environmental Protection 
Agency, based largely on the Agency's response to a [CLIENT] inquiry made in 1978; that 
belief has been thrown into doubt by EPA personnel during a recent inspection. Your letter 
asked us to address the applicability to your situation of the exemption found at 40 CFR 
§720.30(h)(6): 

(6) Any chemical substance which results from a chemical reaction that occurs 
upon use of curable plastic or rubber molding compounds, inks, drying oils, 
metal finishing compounds, adhesives, or paints, or any other chemical substance 
formed during the manufacture of an article destined for the marketplace without 
further chemical change of the chemical substance except for those chemical 
changes that occur as described elsewhere in this paragraph. 

As well , your second letter, dated 2 November 2001 suggested that, if the (h)(6) 
exemption cited in the Agency's 1978 response is not applicable to this situation, the exemption 
at 40 CFR §720.30(h)(7) could be considered as well: your client had relied on the 1978 letter in 
believing that it qualified for exemption under (h)(6), but you laid out the case for an exemption 
under (h)(7) or in the alternative, that your client could have reasonably believed that it had an 
exemption under (h)(7). The relevant language from the exemption at (h)(7) is: 

(7) Any chemical substance which results from a chemical reaction that 
occurs when (i) a stabilizer, colorant, odorant, antioxidant, fi ller, solvent, carrier, 
surfactant, plasticizer, corrosion inhibitor, antifoamer or defoamer, dispersant, 
precipitation inhibitor, binder, emulsifier, deemulsifier, dewatering agent, 
agglomerating agent, adhesion promoter, flow modifier, pH neutralizer, 
sequesterant, coagulant, flocculant, fire retardant, lubricant, chelating agent, or 
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quality control reagent functions as intended or (ii) a chemical substance, which 
is intended solely to impart a specific physiochemical characteristic, functions as 
intended. 

You noted that [CLIENT] filed a premanufacture notice for the subject material in 1998 
as soon as it formed an intent to market it separately from the fabric, and that notice has been 
approved and [CLIENT] filed a Notice of Commencement for the material in June of 1998. 

The process you have described in your letter is as follows: your client purchases resins 
and mixes them into a material which you call "pre-cook", the precook is mixed with 
additional materials and impregnated into a fabric. The impregnated fabric is exposed to heat 
and air, partially curing the resin into the fabric, and you refer to this step as the "B stage". At 
this point the material is sold to its ultimate user, and the ultimate user will later use heat and 
pressure in a mold to form the final reinforced plastic part. As noted above, your client has 
believed that substances formed in this process are all exempt from premanufacture notification. 
In this belief, it has relied on an August 14, 1978 letter from (NAME] of the then Office of 
Toxic Substances of EPA to (NAME] of[CLIENT] in which the Agency stated that " ... Neither 
the resin that you purchase and use, nor the partially polymerized substance resulting from the 
"B" staging, nor the resin-impregnated material that you manufacture is reportable by your firm 
for the Initial Inventory." 

[CLIENT]' s 1978 letter to the Agency discussed the impregnation of' catalyzed resin' 
into the fabric. The [CLIENT] letter does not state whether the formulation of the catalyzed 
resin does or does not involve the intentional synthesis of non-Inventory chemicals, nor does the 
letter include the term 'precook'. Also, the Agency response letter of August, 1978 does not 
make it clear that intentionally synthesized non-Inventory substances may not be present in the 
mixtures in the resin impregnated into the fabric forB staging. It is clear from your client's 
successful filing of a PMN on the material in 1998, though, that new materials are in fact 
formed in the mixtures which are then impregnated into the fabric for B staging. 

To frame our response, we should·clarify that both 40 Code of Federal Regulations 
§720.30(h)(6) and (h)(7) cover the synthesis of non-Inventory materials during manufacture of 
an intended product- in (h)(6) of an article and in (h)(7) of, usually, a mixture in which the 
physicochemical characteristic applies to the mixture and the compound providing the property 
is not the intended product. If a chemical substance is made separately from a mixture and then 
added to that mixture, that chemical substance does not qualify for the exemptions in 40 CFR 
720.30(h)(6) or (h)(7). Those exemptions cover "chemical substances which result from a 
chemical reaction that occurs" either during the manufacture of an article, as stated in (h) (6), or 
when another chemical substance functions as intended for a variety of permissible uses 
articulated in (h)(7). Consistent with the introductory paragraph of 720.30(h), to qualify for 
these exemptions, the chemical substance must be created as a part of the reactions enumerated 
in 720.30(h). The particular chemical substances that you are inquiring about are manufactured 
separately from, and then added to, the articles or mixtures to which (h)(6) and (h)(7) might 
otherwise apply. Thus, your chemical substances do not qualify for the exemptions in 
720.30(h)(6) or (h)(7). Agency approval ofthe 1998 PMN indicates that the pre-cook material 
includes deliberately synthesized non-Inventory substances, and this shows that neither the 
(h)(6) nor the (h)(7) exemption applies. This is consistent with the Agency's well established 
policy on isolated intermediates (see the March 6, 1978 Federal Register ( 43 FR 9256)). 
Policy in this matter has also been clarified in the June 29, 1994 letter from Joseph Carra, 
Deputy Director of OPPT, on the exclusion found at 40 CFR §720.30(h)(7). 

Neither the 1978 [CLIENT] letter to the Agency, of which you have provided a copy, nor 
our response, is adequately clear on this limit on the application of these exemptions. If non
Inventory materials are formed either in the precook or in the course of mixing the precook with 
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other materials before it is impregnated into the fabric, and if those materials are of commercial 
value and not otherwise exempt, each must be the subject of a premanufacture notification. 

In your letter of 2 November, you had anticipated that it might be the Agency position 
that (h)(6) did not apply, and asserted that [CLIENT] had acted in the bel ief that the material 
was covered by both the (h)(6) and (h)(7) exemptions. You noted that the Agency had issued 
guidance, in the form of the 1994 Carra letter, and that it is current Agency policy that persons 
who had, prior to the issuance of the Carra letter, been manufacturing materials in the 
reasonable belief that they were excluded from PMN by (h)(7) could file and continue 
manufacturing those materials while the substances were under review. 

In your letter of 2 November, you requested that, if the Agency position was that neither 
(h)(6) nor (h)(7) applied, the Agency treat PMNs submitted on the material described in your 
letter similarly to those submitted in response to the Carra letter. Though it is the Agency 
position that neither the (h)(6) nor the (h)(7) exemption excludes these materials from PMN, 
EPA does agree that it was possible, in this case, for [CLIENT] to have believed in good faith 
that, if(h)(6) was not applicable, it was acting within the scope and intent ofthe exclusion 
found at 40 CFR ~720.30(h)(7). Thus, the PMN (NUMBER) filed for this material can be 
considered to have been filed under the clarification policy based on the Carra letter. Further, if 
there are other substances which you believe to be similarly appropriate for consideration under 
this policy, the Agency invites you to describe them to us for a determination. I hope this letter 
adequately responds to your request. If you have remaining questions, feel free to contact Mr. 
Schutz of my staff at 202-564-9262. 

430 4 

Ms? 
TSCA Manager 

Dear Ms ?: 

Sincerely, 

Rebecca S. Cool, Chief 
New Chemicals Prenotice Branch 
Chemical Control Division (7405) 

Re: Prenotice Inquiry 4304 

This letter responds to your letter dated March 8, 2002 to Michael C. Calhoun in the 
Multimedia Enforcement Branch ofthe Office of Regulatory Enforcement ("ORE") in the 
Office of Enforcement and Compliance Assistance ("OECA") in the Environmental Protection 
Agency ("EPA"). In addition, your firm had a conference call with Michael Calhoun, Tony 
Ellis, and Peter Moore of ORE and Dave Schutz of my staff on April 10, 2002. Your letter 
suggested that a previously unidentified substance (SUBSTANCE TYPE), which is a 
component of a product you manufacture under the name [BRAND NAME], can qualify for an 
informal amnesty for substances which were once reasonably believed to be exempt from 
premanufacture notification ("PMN") under 40 Code of Federal Regulations ("CFR") 
§720.30(h)(7). Criteria for exemption were delimited to the chemical industry in a clarification 
letter from Joseph Carra, the then Deputy Director of the Office of Pollution Prevention and 
Toxics ("OPPT"), on June 29, 1994. Mr. Carra's letter provided guidance on the applicability of 
the (h)(7) exemption and Jed a number of chemical manufacturers to file PMNs with the Agency 
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for substances which they previously reasonably believed to be exempt. In these cases the 
Agency has allowed manufacture to continue while the PMNs were being reviewed, and has not 
pursued enforcement actions. This amnesty policy, however, is only applicable to substances 
which were already known to be synthesized and were reasonably believed to be exempt under 
40 CFR §720.30(h)(7) prior to the issuance of the clarification letter. 

OPPT has determined that your situation does not qualify for the amnesty policy 
associated with 40 CFR §720.30(h)(7), therefore to seek similar relief you will need to request 
enforcement discretion from ORE. The situation you have described in your letter does not 
match the one addressed by the Carra letter. Your company did not believe it was 
manufacturing the (SUBSTANCE TYPE) under the exemption at 40 CFR §720.30(h)(7); 
rather the (SUBSTANCE TYPE) was not known to be a component of [BRAND NAME] - or at 
least was not known to have the desirable properties you have now identified. Thus, even if you 
knew it was present, as far as you knew it was an impurity exempt from PMN requirements 
based on 40 CFR §720.30(h)(l) for chemical substances produced without a separate 
commercial intent during the manufacture, processing, use or disposal of another chemical 
substance or mixture. 

Now that you have determined that the [substance type) is present and has desirable 
properties, it must be considered a co-product and, if not on the Inventory, is therefore subject to 
PMN reporting. It is a prohibited act under section 15(2) of the Toxic Substances Control Act 
("TSCA") to "use for commercial purposes a chemical substance or mixture which such person 
knew or had reason to know was manufactured, processed or distributed in commerce in 
violation of section 5 or 6 ... " This means that you would be in violation if you sold any 
[BRAND NAME] now in stock if it was manufactured before the approval date of the Low 
Volume Exemption (" L VE") you filed on the material. You requested in your letter that the 
Agency consider the L VE submission (L VE NUMBER) submitted by your company to have 
been submitted under the informal amnesty. This is inappropriate, for the reasons described 
above. 

In your April I 0 conference call with Agency personnel , your firm stated that as soon as 
you became aware that the [substance type) was present, and was valuable to the performance of 
your product, you embargoed any material on hand and that you refrained from making any new 
material until after the LYE was approved. This was the appropriate course of action on your 
part. You also said that your company has quarantined material which it wants to enter into 
commerce. Since TSCA does not permit such manufacture or sale, this can be authorized only 
through exercise of EPA enforcement discretion. Enforcement discretion is an authority held by 
the Assistant Administrator of OECA. As discussed in the conference call, it is appropriate for 
you to request enforcement discretion to allow you to sell existing stocks of the material 
manufactured before the approval of the L VE. 

Your request for enforcement discretion to sell and distribute the embargoed inventory 
should include the amount and location of embargoed material in your possession or control. 
As well, you need to include the date you became aware that the [substance type] was present in 
the product and valuable to its function. In general , EPA may refuse such a request if it 
determines that either: 

I. The correct chemical identity was known to or reasonably ascertainable by the 
submitter when it submitted its original PMN or Form C identification for placement on 
the Original Inventory (that is, the submitter had failed to use due diligence in a good 
faith effort to correctly identify the substance); or 

2. The newly identified substance may present an unreasonable risk of injury to human 
health or the environment. 
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In granting your L VE, EPA has already determined that the substance will not present an 

unreasonable risk of injury under the conditions of use to which you have bound yourself. 
Consequently, in requesting enforcement discretion in this matter, you should address (in 
addition to the amount, location, and date questions identified above) only criterion# l , above. 
Please discuss the nature of the "further technical review" conducted on [BRAND NAME) 
through which you identified the material's presence, and also show why it was reasonable that 
your (predecessor) company's original review of the product did not identify either the presence 
of the [substance type) or its value for the product. 

Please direct your request for enforcement discretion to Michael C. Calhoun, Multimedia 
Enforcement Branch, Mail Stop 2248, Office of Regulatory Enforcement, Room 3118 Ariel 
Rios Building, Environmental Protection Agency, 1200 Pennsylvania Ave. , Washington DC 
20460. You can reach Mr. Calhoun by telephone on 202-564-6031. If you wish to further 
discuss the informal amnesty or the provisions of 40 CFR §720.30(h)(7), contact Dave Schutz 
of my staff on 202-564-9262. 

Sincerely, 

Rebecca S. Cool, Chief 
New Chemicals Prenotice Branch 
Mail Stop 7405M, Chemical Control Division 

4359 

Mr. [CORRESPONDF: 'T] 

Re: Prenotice Communication 4359 

Dear Mr. [CORRESPONDENT]: 

This letter responds to yours of 5 June 2002, in which you requested that the 
Environmental Protection Agency ("EPA", "Agency") concur with your determinacion that certain 
substances found in your client's fertilizer products can be exempt from listing on the Toxic 
Substances Control Act ("TSCA") Inventory ("Inventory"), which listing would otherwise be 
required under section 5 of the Toxic Substances Control Act (TSCA). You believe that the 
products can be exempt because they meet the criteria for exemption at 40 Code of Federal 
Regulations (CFR) 720.30(h)(7), in particular as they are explained in the Agency guidance on the 
(h)(7) exclusion in the June 29, 1994 letter from Joseph Carra, then Deputy Director of OPPT. 

As you noted, the 1994 letter from Joseph Carra provides guidance on the exclusion found 
at 40 CFR §720.30(h)(7). This letter states that an excluded substance is one that meets the 
following three criteria: 

1) The substance is formed from a chemical reaction that involves the use o f a 
substance of the rype described under 40 CFR §720.30(h)(7) and which functions as 
intended, or (ii) a chemical substance, which is intended solely to impart a specific 
physicochemical characteristic; 
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2) The substance does not function to provide the primary properties that 
determine the use of the product or product mixture distributed in commerce, even 
though it may impart certain physicochemical characteristics to the product or 
product mixture of which it is a part; and, 

3) The substance is not itself the one intended for distribution in commerce. 
Although it may be a component of the product mixture or formulation actually 
distributed in commerce, it has no commercial purpose separate from the product 
mixture or formulation of which it is a component. 

You have described two fertilizer products which are made largely from waste products and 
which are valued because they release ['fviiNERALS) more slowly than do competing fertilizer 
products (you describe the slow portion of the fertilizer release as 'NNNN.") In making each 
product, a waste product which is on the TSCA Inventory (WASTE PRODUCT) is mixed with 
other Inventory materials, granulated, and dried. The resultant granulated mixture consists of some 
substances which are on the Inventory and have fertilizer activity and some amorphous materials 
which are not on the Inventory and which (telephone communication) may or may not themselves 
have fertilizer activity, but which you see as important in causing the release of the [MINERALS) to 
be relatively slow. You identify the slowed "NNNNN" release as a physicochemical characteristic 
and state your view that the amorphous materials do not provide the primary property (fertilizer 
activity) for which the material is valuable. 

Based on the facts as you described them, the Agency agrees with your position: if the 
amorphous materials merely slow the release of the fertilizer minerals from the mixture, but do not 
themselves provide the fertilizer function, you clearly need not file on the amorphous materials. If, 
however, the amorphous materials were the source of the slow release of fertilizer minerals (what 
you have called the NNNN soluble mineral release), then you would need to file PMN on the 
material. 

There has been substantial concern in several States about the use of waste-derived 
fertilizers. Your client will want to ensure that it meets the requirements of any State in which this 
product is sold. Though the issue has not yet been addressed specifically by Federal agencies, I 
have obtained regulations issued by the State of Washington for you to consider in thinking about, 
in particular, your HHHH-based product. I am told that California has issued regulations, as well. 
You will want to ensure that you meet the requirements of any State in which your product is sold. 

I hope this letter adequately responds to your request. If you have remaining questions, feel 
free to contact Mr. Schutz of my staff at 202-564-9262. 

attachments 

4463 

Sincerely, 

Rebecca S. Cool, Chief 
New Chemicals Prenotice Branch 
Chemical Control Division (7405) 
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Re: Prenotice Communication 4463 

Dear Dr. I I I I I : 

This letter responds to your inquiry, sent to David Schutz of my staff, dated 2 
January 2003. You described a product containing both [ACID a] and ]BASE B] . The 
[ACID a] is deprotonated in solution with the [BASE B], and it is the sulfonate anion 
which provides the product's desired cleaning properties. These desired properties 
are provided by sulfonate anions in the presence of a variety of cations, [BASE B] is 
not specifically necessary. However, you said that it is the deprotonated anion which 
provides the cleaning properties, not the protonated acid. You asked whether the 
amine salt of [ACID a] required premanufacture notification (PMN) under Section 5 of 
the Toxic Substances Control Act (TSCA) or whether it could qualify for the 
exemption from PMN delineated at 40 CFR 720.30(h)(7). You also asked if the anion 
could be considered as de-protonated [ACID a], and covered by the Inventory listing 
for [ACID a]. 

I will answer your second question first: an anion is part of a salt, and the salt 
is a reportable substance. Your anion cannot be considered in isolation from its 
cation, as de-protonated [ACID a]. Consequently, unless the salt is covered by an 
exemption it must be reported. 

The Agency issued guidance on the (h)(7) exclusion in a June 29, 1994 letter 
from Joseph Carra, the then Deputy Director of OPPT. This letter states that an 
excluded substance is one that meets the following three criteria: 

1) the substance is formed from a chemical reaction that involves the use of a 
substance of the type described under 40 CFR §720.30(h)(7) and which 
functions as intended [those substance types are: (i) a stabilizer, colorant, 
odorant, antioxidant, filler, solvent, carrier, surfactant, plasticizer, corrosion 
inhibitor, antifoamer or defoamer, dispersant, precipitation inhibitor, binder, 
emulsifier, deemulsifier, dewatering agent, agglomerating agent, adhesion 
promoter, flow modifier, pH neutralizer, sequesterant, coagulant, flocculant, 
fire retardant, lubricant, chelating agent, or quality control reagent or (ii) a 
chemical substance, which is intended solely to impart a specific 
physicochemical characteristic]; 

2) the substance does not function to provide the primary properties that determine 
the use of the product or product mixture distributed in commerce, even 
though it may impart certain physicochemical characteristics to the product 
or product mixture of which it is a part; and, 

3) the substance is not itself the one intended for distribution in commerce. 
Although it may be a component of the product mixture or formulation 
actually distributed in commerce, it has no commercial purpose separate from 
the product mixture or formulation of which it is a component. 

Based on the facts as you described them, the [ACID a]-[BASE B] salt you have 
described must be in salt form for your firm or its customers to use it at all, the acid 
neither provides t he primary properties nor is the substance intended for 
distribution. Thus a PMN must be filed even if the acid is already the subject of an 
Inventory listing. If, however, a salt which can provide the primary properties were 
the subject of an Inventory listing, and your formulation included other cations 
present for reasons consistent with the criteria listed above, there would be no 



- 38 -
requirement to file PMN on the other salts which can theoretically be said t o be 
present, and the (h)(7) exemption would be applicable. 

I hope this letter adequately responds to your concern. If you have additional 
questions, please call David Schutz of my staff on 202 564 9262. 

4516 

Sincerely, 

Linda Gerber, Chief 
New Chemicals Prenotice Branch 
Chemical Control Division (7405M) 

Dr NNN 
Law Offices, 

Re: Prenotice Communication 4516 

Dear Dr. NNN: 

I have received your letter re-sent 11 April 2003. In your letter, you 
requested an official Agency response on the appropriateness of your contention that 
CERTAIN BYPRODUCTS OF MANUFACTURE, FORMERLY INCINERATED, CAN NOW BE 
UPGRADED FOR COMMERCIAL USE. THERE ARE TWO LEVELS OF UPGRADE, THE 
SECOND OF WHICH IS ACCOMPLISHED BY FURTHER REACTING THE FIRST-LEVEL 
UPGRADE, AND THAT THEY can be exempt from Inventory listing under 40 Code of 
Federal Regulations (CFR) §720.30(h)(7). XXX At this time, the value of the 
byproducts is great enough that they are ~upgraded' by reacting them XXX A second 
upgrade using XXX can further IMPROVE and this material can be used to DO THINGS 
WHICH CANNOT BE DONE WITH THE LOWER LEVEL UPGRADE The material produced 
by the second upgrading is also called BY THE SAME NAME AS THE FIRST in the trade. 
You assert that the material produced in the second upgrade ought to be exempt 
from needing separate Inventory listing (XXXXX) based on 40 CFR §720.30(h)(7) . The 
Agency does not agree. 

As you noted, a 1994letter from Joseph Carra, the then Deputy Di rector of 
the Office of Pollution Prevention and Taxies, provides guidance on the exclusion 
found at 40 CFR §720.30(h)(7). This letter states that an excluded substance is one 
that meets the following three criteria: 

1) the substance is formed from a chemical reaction that involves the 
use of a substance of the type described under 40 CFR §720.30(h)(7) 
[those substance types are: (i) a stabilizer, colorant, odorant, 
antioxidant, filler, solvent, carrier, surfactant, plasticizer, corrosion 
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inhibitor, antifoamer or defoamer, dispersant, precipitation inhibitor, 
binder, emulsifier, deemulsifier, dewatering agent, agglomerating 
agent, adhesion promoter, flow modifier, pH neutralizer, sequesterant, 
coagulant, flocculant, fire retardant, lubricant, chelating agent, or 
quality control reagent, or (ii) a chemical substance, which is intended 
solely to impart a specific physicochemical characteristic] and which 
functions as intended. 
2) the substance does not function to provide the primary properties 
that determine the use of the product or product mixture distributed in 
commerce, even though it may impart certain physicochemical 
characteristics to the product or product mixture of which it is a part; 
and, 
3) the substance is not itself the one intended for distribut ion in 
commerce. Although it may be a component of the product mixture or 
formulation actually distributed in commerce, it has no commercial 
purpose separate from the product mixture or formulation of which it is 
a component. 

The HIGHER LEVEL UPGRADED material you have described fails criterion (3), 
above. REACTANT 2 is incorporated into the HIGHER LEVEL material, and this is a 
raw material not involved in the synthesis of the LOWER LEVEL material. The fact 
that the purpose of incorporation of REACTANT 2 is to make a change in the 
physicochemical properties of the LOWER LEVEL material does not change the fact 
that the HIGHER LEVEL UPGRADED material is the material intended for distribution 
in commerce, and that it is made with an additional synthetic step after the 
production of the acid number LOWER LEVEL material. As well, having determined 
that the HIGHER LEVEL UPGRADED is a primary reaction product, it is this material 
which provides the primary property, which is as you noted the ability to participate 
in XXXXXXXXXXX. Consequently, it fails criterion (2), as well. I hope this discussion 
adequately addresses your concerns. If you have remaining questions, feel free to 
contact Dave Schutz on 202-564-9262. 

Mr. YYY 
Law Offices 

Dear Mr YYY: 

Sincerely Yours, 

Linda Gerber, Chief 
New Chemicals Prenotice Branch 
Chemical Control Division, Mail Stop 7405 

Re: Prenotice Communication 4516 - Follow-up 

This letter partially responds to your letter sent to Henry Lau, and dated 23 
July 2003. In that letter, you raise several issues for Dr. Lau's attention, and in 
addition request that the Agency re-examine the determination, made in my April 24, 



-40 -
2003 letter to Dr. NNN of your firm, that certain[RESTATEMENT OF THE LETTER 
ABOVE] 

The HIGHER LEVEL UPGRADED material you have described fails both above 
criteria. 

In Dr. NNN's letter, he states that: 

"The substances that result from the use of SECOND UPGRADE 
REACTANT as described in this letter are analogous to those described 
in an early EPA clarification of the (h)(7) exclusion. In this clarification, 
the EPA explains that the chemical substance formed when cotton is 
bleached would be excluded from reporting under the corresponding 
TSCA Inventory exclusion at 40 C.F.R. § 710{d)(7). The EPA 
rational izes that 'bleach is intended solely to change a specific physico
chemical characteristic of the cotton, and not to make a major 
compositional change which alters its general character."' 

This understanding of the (h)(7)-(d)(7) exclusions can lead to problems, and we 
want to correct it. The cotton in this example is itself a mixture of cellulose fibers 
and other materials (lignins, etc). It is the other materials which provide undesirable 
color, and whose chemical identity is changed in bleaching. The cellulose fibers , 
which provide the primary properties of the cotton, do not change chemically in the 
bleaching process. 

I hope this discussion adequately addresses your concerns. If you have 
remaining questions, feel free to contact Dave Schutz on 202-564-9262. 

Sincerely Yours, 

Linda Gerber, Chief 
New Chemicals Prenotice Branch 
Chemical Control Division, Mail Stop 7405 

483 1 

Mr Vvv 

Re : Prenotice Communica t i on 4831 

Dear Mr . Vvv: 
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Th i s letter responds to your l etter of 27 th July , 2004 , sent 

to Dave Schutz of my staff. In your letter , you described your 
client's i nte nded manufacture of a n in k product, which i s a 
mi xture o f sever al chemical s ubstances . You asked tha t t h e 
Agency con f irm you r opinion that a mate ria l which you descr ibe 
as "substance A", a nd whic h you describe as serving as par t of 
t he vehi cle component of t he i nk prod uct , i s exempt from 
prema n u f actur e notification (PMN) o t he r wi se required by Sect ion 
s .of t he Toxic Substances Control Ac t (TSCA) under the exemption 
at 40 Code of Federal Regulations (CFR) §720 . 30 (h) (7) as a 
modi f i er of physicochemical p roper ties withou t separate 
commerci a l u se . The Agency does not agree: s ubs tan ce A needs t o 
be the sub j ect of a PMN if it is to be impor ted into the Uni ted 
St a t es as a component o f your ink p rod uct . 

You not e t ha t t h e veh icle component of t he in k carries the 
pigment and gives i t des i red p hysicochemical proper ties 
(disperses pigmen t , ad j usts viscosity, fixes pigmen t to paper, 
etc. } However, you also state t hat substance A is mad e o u tside 
of t h e ink product and added t o t he mixture af t er i t is 
synthesized . 

Th e Environmental Protection Agency (EPA , Agency} has 
i ssued g u idance , in t h e fo rm of a J u n e 29 , 1 99 4 letter from 
Joseph Carra , Deput y Dir ect o r of t he Offi ce o f Pollutio n 
Prevent i on and Toxics (OPPT) on the exc lusion found at 40 CFR 
§720 . 30 (h) (7} (copy a ttached). In thi s clar ificat ion , the 
Agency states tha t a n excluded substance is o n e t hat mee t s each 
of t h e followi ng three conditions : 

1 } the substance is formed f rom a chemical r eaction t hat 
invo l ves the u se of a subst ance of the type describ e d und e r 
4 0 C FR § 7 2 0 . 3 0 ( h } ( 7 ) ; 

2) the s ubsta nce does not f unc t ion t o provide t h e primary 
propert i es that det ermine t he u se of t he product o r p r oduct 
mi x ture d i stribu ted in commerce , even though it may impart 
certa in p hysicochemical characte r istics to the product or 
product mi xt u r e of which it is a pa r t ; a nd, 

3) the s ubst a nce i s not itse l f t he one int ended fo r distribution 
in commerce. Al t hough i t may be a component of t h e pro d uc t 
mi x t u r e o r formulation actually dis t rib u ted in commerce , it 
has no commercial p u r pose sepa r a t e f rom t h e product mixt ure 
or fo rmulation of wh ich i t is a component . 

Th e EPA has determined t hat t he si tuation you have 
presented meet s ne ither condition 2 nor cond i tion 3 : when you 
f ormu lat e substance A outs i de o f t h e ink mix tu r e a nd add it to 
the ink mixt u re , you are d istrib uting it in commerce as that 
t e rm is u sed in the TSCA. Th ere f ore , t h e properties it provi d e s 
are its p r imar y p r ope r t i es (even t hough i ts p r opert ies a r e not 
t h e primary propert ies of t h e ink}, and i t is be ing d i stri b u ted 
for a commercial p u rpose b y maki ng i t and adding i t to t h e in k 
mixture . 
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If you have furthe r q uest i ons , p lease contact Dave Schutz 

of my staff, on 20 2 260 8994 . 

Ms L 

Dear Ms L: 

Sincerely 

Rebecca S. Cool, Ch i ef 
Ne w Chemicals Prenot i ce Branch 
7 405 Chemi c a l Control Division 

Re: Prenotice Communication 4998 

This letter responds to yours of 29 August 2005 sent to David Schutz of my staff. You 
asked whether three L YEs f i led successfully by [YOUR CLIENT] Corporation of America should 
have been granted, and you asked that the Agency concur with your belief that the salts for 
which the L YEs were submitted met the conditions for exemption from premanufacture notification 
("PMN") under §5 of the TSCA described at 40 Code of Federal Regulations ("CFR") 
§702.30(h)(3), because they were 'incidental sa lts.' 40 CFR 720(h)(3) does not apply to the 
[YOUR CLIENT] materials, it is an exclusion for materials which form on exposure to environmental 
factors (air, sunlight, etc.) In the remainder of this letter, we will consider whether the exclusion at 
40 CFR 720.30(h)(7) can apply. 

You describe [YOUR CLIENT]'s situation as follows: Your Client makes severa l 
complex formulations for use as polishing agents in the electronics industry. You state that the 
salts on which LYEs L- 1,2,3 were filed are not significant components of the final product; they are 
formed incidentally; they are not manufactured for distribution in commerce as themselves; and 
they have no commercial value of their own. On June 29, 1994, Joseph H. Carra, the then 
Deputy Director of the Office of Pollution Prevention and Toxics issued a letter of clarification on 
another provision of the TSCA regulations, 40 CFR 720.30 (h)(7) ("the Carra letter") This letter 
states that an excluded substance under 40 CFR §720.30(h)(7) is one that meets the following 
three criteria: 

the substance is formed from a chemical reaction that involves the use of a substance of 
the type described under 40 CFR §720.30(h)(7) and which functions as intended [those substance 
types are: (i) a stabi lizer, colorant, odorant, antioxidant, filler, solvent, carrier, surfactant, 
plasticizer, corrosion inhibitor, anti foamer or defoamer, dispersant, precipitation inhibitor, binder, 
emulsifier, deemulsifier, dewatering agent, agglomerating agent, adhesion promoter, flow 
modifier, pH neutralizer, sequesterant, coagulant, f locculant, fire reta rdant, lubricant, che lating 
agent, or quality control reagent or (ii) a chemica l substance, which is intended solely to impart a 
specific physicochemical characteristic]; 

2) the substance does not function to provide the primary properties that determine the 
use of the product or product mixture distributed in commerce, even though it may impart certain 
physicochemical characteristics to the product or product mixture of which it is a part; and, 

3) the substance is not itself the one intended for distribution in commerce. A lthough it may be Cl 

component of the product mixture or formulation actually d istributed in commerce, it has 
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no commercial purpose separate from the product mixture or formulation of which it is a 
component. 

These criteria are similar to the statements you have made in describing [YOUR CLIENT]'s 
salts. In reviewing [YOUR CLIENT]'s original L VE applications, however, we did not determine that 
the subject materials met the criteria for (h)(7) exclusion. In your LVE applications, you described 
them as principal component chemical substances in a water-based abrasive slurry. If we are to 
determine, now, that the LVEs ought not have been granted, we need to know what you mean, in 
your current letter, by describing the materials as not 'significant' components: beyond the 
question of whether they are a substantial fraction of the mixtures, do they have a positive value 
for the function of the products? Is their synthesis intentional? Are the desired properties of the 
mixture provided only by the materials which have been added to the mixture, or do the 
synthesized salts which were the subject of the LVEs provide desired properties? 

I hope this letter enables you to make an internal determinat ion whether the LVEs for these 
materials ought have been granted. If, after you consider the questions identified above, you still 
feel that these materials could be excluded from PMN, please write us again to request that the 
L VEs be withdrawn and support the contention that they are not appropriately considered to be 
principal component chemical substances. If you need further information, feel free to contact 
Dave Schutz, of my staff, on 202-564-9262. 

5059 

XXXXX: 

Sincerely, 

Miriam Wiggins-Lewis 
Chief (acting) New Chemicals Prenotice Branch 
Chemical Control Division, Mail Stop 7 405M 

Thank you for your letter dated XXXX, to Dave Schutz of my staff. Your letter asked 
wi?ether 40 Code of Federal Regulations ("CFR") '720.30(h)(7) or (h)(6) exempts a CCCC used 
to strengthen :XXXXXX pellets from premanufacture notification ("PMN") under '5 of the 
Toxic Substances Control Act ("TSCA"). The exemption at '720.30(h)(7) is unlikely to be 
appropriate unless the COMPONENT SUBSTANCES OF CCCC themselves are the providers 
of the binding function. Even if that is true, (h)(7) can be appropriate only if the CCCC forms 
during manufacture of the pellets. The exemption at '720.30(h)( 6)is unlikely to be 
appropriate unless the shape of the pellets is critical to their use. However, based on the 
facts in your letter, it appears that the exemption at '720.30(h)(5) would cover a binder such 
as you describe. 

In your current practice, COMPONENT SUBSTANCES OF CCCC are added to 
XXX:XX, extruded, and heat treated. During the heat treatment, the COMPONENT 
SUBSTANCES OF CCCC combine with each other and form CCCC, holding the XXXXX 
particles together in cylindrical pellets. Neither the CCCC nor any of its COMPONENT 
SUBSTANCES reacts with the XXXXX. XXXXX XXXXXXXX XXXXXXX XXXXXX A 
detailed response to your questions follows: 
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1. Can the XXXXX be exempted from PMN through the "incidental chemical" exemption 
at 40 CFR '720.30(1h)(7)? · 

As you noted, a 1994 letter from Joseph Carra, the then Deputy Director of the Office 
of Pollution Prevention and Toxics, provides guidance on the exclusion found at 40 CFR 
'720.30(h)(7). This letter states that an excluded substance is one that meets the following 
three criteria: 

1) the substance is formed from a chemical reaction that involves the use of a substance of 
the type described under 40 CFR '720.30(h)(7) [those substance types are: (i) a 
stabilizer, colorant, odorant, antioxidant, filler, solvent, carrier, surfactant, plasticizer, 
corrosion inhibitor, antifoamer or defoamer, dispersant, precipitation inhibitor, 
binder, emulsifier, deemulsifier, dewatering agent, agglomerating agent, adhesion 
promoter, flow modifier, pH neutralizer, sequesterant, coagulant, flocculant, fire 
retardant, lubricant, chelating agent, or quality control reagent functions as intended, 
or (ii) a chemical substance, which is intended solely to impart a specific 
physicochemical characteristic]; 

2) the substance does not function to provide the primary properties that determine the use 
of the product or product mixture distributed in commerce, even though it may 
impart certain physicochemical characteristics to the product or product mixture of 
which it is a part; and, 

3) the substance is not itself the one intended for distribution in commerce. Although it may 
be a component of the product mixture or formulation actually distributed in 
commerce, it has no commercial purpose separate from the product mixture or 
formulation of which it is a component. 

Your purpose in adding COMPONENT SUBSTANCES OF CCCC to the X:X:XXX 
appears to be as raw materials for the CCCCC. It is the CCCCC w hich has the intended 
purpose as a binder. As raw materials for the binder CCCCC, the COMPONENT 
SUBSTANCES OF CCCC have neither any of the specific functions nor the general 
"physicochemical characteristic" function named in Criterion 1. Consequently, the 
exemption at '720.30(h)(7) will not apply in this case. 

Please note that even if you made the CCCCC outside of the pellets and added it to 
the X:X:XXX to form pellets, the exemption at '720.30(h)(7) would still not apply. Once you 
made the CCCCC outside of pellet extruder, the synthesis of the CCCCC and its addition to 
the pellets would constitute distribution in commerce of a substance whose primary property 
was binding, so it would fail Criteria 2 and 3. 

2. Can the cylindrical shape of the pellets allow the CCCCC to be exempted from PMN 
through the "article" exemption at 40 CFR '720.30(h)(6)? 

An article is defined in the PMN regulations as a manufactured item for which the 
shape or design is n ecessary to its function. 40 CFR 720.3(c) defines "article" as 

" ... a manufactured item (1) which is formed to a specific shape or design during 
manufacture, (2) which has end use function(s) dependent in whole or in part upon its 
shape or design during end use, and (3) which has either no change of chemical 
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composition during its end use or only those changes of composition which have no 
commercial purpose separate from that of the article .. . " 

You describe the cylindrical shape of the pellets and suggest that they should be 
considered to be "articles" as defined at 40 CFR '720.3(c). The "dependent in whole or in part 
upon its shape or design" exemption in the regulations is to exempt a specific shape or design 
necessary for end use function (for example, an automobile bumper must be formed to a 
specific shape to be able to be bolted to the frame of the automobile for which it is made, and 
it must bolt to the frame to serve its function). The cylindrical shape of your pellets may well 
be chosen for ease of manufacture, packaging, shipping, etc. At the least, to use this 
exemption, you need to be able to show that the function of the XXXXX:X pellets could not 
be attained with a different shape. If you want to make such a claim, please contact us with 
details and we will discuss it with you. 

The "end use" exemption at 40 CFR '720.30(h)(5) appears to apply in this case. 

As you describe it, your binder is a chemical substance which results from a chemical 
reaction that occurs upon end use of another chemical substance, and which is not itself 
manufactured or imported for distribution in commerce or for use as an intermediate. Such 
substances are excluded from the PMN requirements at 40 CFR '720.30(h)(5). 

Similarly to the (h)(7) exemption, above, if you made the CCCCC binder outside of 
the pellets and added it to the pellets, the (h)(S) exemption would not apply because the 
synthesis of the CCCCCC and its addition to the pellets would constitute distribution in 
commerce. 

I hope this discussion adequately addresses your concerns. If you have remaining 
questions, feel free to contact Dave Schutz, of our staff, on 202-260-8994. 

5105 
Dr [inquirer] 

Re : PC-5105 

Dear Dr [ i nqu irer ] : 

Th is letter responds to your le tter dated 8 Augus t 2006 
seeking an official re sponse on the appropriateness of exclusion 
f rom the requ irement for premanufactu re noti fication (PMN) under 
the Toxic Substances Control Act (TSCA) for [your material] which 
has been treated to increase hydrophilicity under 40 Code of 
Federal Regulations 4 0 CFR §7 20 . 30 (h) ( 7) . In your letter, you 
state that your client , [CLIENT] has fou nd that it can treat 
[you r material] with [A SALT ] , making its su rface hydrophilic . 

As you describe the situation , the [you r material ] after 
treatment with t he [A SALT] loo ks a nd handles similarly to the 
untreated material , but b ecause hydrophilic can absorb polar 
impurity materials , including water , which are not removed by 
untreated [your material] . This has high value for some 
electronic industry applications . 
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You d esc r ibe your assessment t hat t his situatio n meets t he 

r equireme nt s of the exc lus i on from premanufactur e notice ( PMN) a t 
40 CFR 720.30(h) (7) as follows : t he mat e ri a l is treat ed onl y to 
modify t he hydrophilicity of it s s urface, which is a 
physicochemical characteristic; i mprovement of absorption of 
hydrophilic impurities does not change the p rimary p roperty of 
the [yo ur mat e r ial ] materia l , which i s absorption of impurities 
i n general (including hydrophilic ones at a lower effici e ncy); 
and last it is not intended for separate d i stribution in commerce 
because only enough [A SALT) i s added to the [your mate rial] to 
treat 10-15% of t he ma t erial p r esent, and it will no t be 
distributed separately. 

The EPA h as det e r mined t ha t , base d on the situation as you 
have presented i t, the chemical reactions forming any new 
s ubstances are i ntended solely t o enable the product t o impr ove 
its absorpt i on o f hydrophilic impuri t ies, and that t hese are a 
subset of the i mp uri ties for which t he ma t erial is int end e d t o 
provide r emoval . Thus, the r eactions are t o impa rt cert a in 
physicochemica l p roper t ies to the pro duct or product mixture 
rathe r tha n to produce the substance i tself . I n such c ases , the 
subst ance i s cons i dered excluded from PMN at 40 CFR §720(h) (7) . 

I hope t hi s discussion adequate l y add resses your concerns. 
If you have rema ining questions, feel free to contact Dave 
Schutz, of my sta ff , on 202 -564-9262. 

5407 

Ms [correspondent] 

De ar Ms [corresponden t ] : 

Sincerely, 

Miriam Wi gg ins l ewis, Chie f (ac t ing) 
New Chemica l s Prenotice Branch 
7405M Chemica l Cont rol Di v ision 

Re : PC-5 40 7 

Than k you for you r lett e r o f 10 September 2008 to David 
Schu t z of my s t aff . I n your letter , you as ked t hat EPA confi r m 
for you r c l ient your understanding t ha t a pouc h o f [ DESCRI PTOR ] 
fil m, developed wi th the inten t t ha t i t woul d d i ssolve when pu t 
i n wat e r , and af t er d issolution r elease conta ined material XXXXX 
wou l d const itute an article as defined a t 40 CFR 720 .3 (c) . At 40 
CFR 720 . 3(c) "a r t i c l e" is define d as a manu factured item which: 
1) is fo rmed to a speci fi c shape or design du ring manu f acture, 2 } 
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has an end use functio n dependent in whole or in pa r t upon its 
s hape or des i gn dur ing end use , a nd 3) has either no change of 
c hemical composition dur ing its end u se or only those changes of 
composit i o n whi ch have no commerc i al purpose sepa ra t e from that 
of t he art i cle . You a r e correct t ha t t he pouch cons t itutes an 
a r ticle by t h is defini tion . 

You a l so wanted confi rmat i on that, if the film pouc h art icle 
is imported, c hemical subst ances in the film which we re 
incorporated wit h no commerci al purpose o t her t han t o contain the 
[CONTAI NED MATERIAL ] un t il i t is put in wate r (that is , no 
commercial pu rposes separ ate from t hat of the article as 
described a t 40 CFR 720 . 3(c)) wou ld not require premanu fact u re 
notificat i on . You refer t o 40 CFR §720 . 22(b) (1 ) , which s t a t es 
t hat " ... An y person who int ends to import a ne w chemical 
s ubstance into t he Uni t ed St a t es for commercial pur poses must 
submit a notice , unless t he substance is exclude d under §720.30 
or unless t he substance is imported as part o f an a r ticle." You 
are correct that 40 CFR §720 . 22(b) excludes t he substanc e from 
the §5 notice requirement, s ince it satisfies t he def init ion of 
'article ' a t §720.3(c) . 

You furt her s t a t e t he appl icability of t he excl u s i o n s f rom 
PMN r equirements a t 40 CFR §720 . 30 (h) ( 4 ) , (5) , and (6) f or, 
respective l y, any chemical s ubstance which occurs: (4) incidental 
t o storage or disposal of a n art i c l e, ( 5) upon end u se of t he 
article, or (6) upon use of any o ther c hemical substance formed 
d u r ing the manufactu re of an article. You no t e t hat t he purpose 
of the [DESCRIPTOR! ] based fi lm pouch for the d i spensed material 
is solely containment of t he [CONTAINED MATERIAL] and that , once 
t he pouc h is manufact ured, the chemicals conta ined t herein 
undergo no fur ther reactions with a separate commercial purpose , 
do not contrib ut e to the [CONTAINED MATERIAL ] , are not 
distributed in comme r ce and in fact are disposed to sewer . EPA 
t hus agree s that any chemicals gene r ated upon end use, sto r age , 
o r disposa l would be exempt under 40 CFR 40 CFR §§720 . 30 (h) (4) & 

(5) . You also no t ed 40 CFR § 720 . 30( h ) (6) , which excl udes f r om 
PMN requ irements materials "formed d u r ing t he manufact u r e of an 
a r ticl e destined for the marketplace wi t hout f u rther chemica l 
change of t he chemical s ubstance ". Refer ence to 40 CFR 
§ 720 . 30( h ) (6) could be rel evant t o a ma t erial made domes t ically , 
b ut is not necessary in your case , given the exc lus i on for a n 
import ed art icle a t §720.22(b). 

It i s importan t t o no t e t ha t t he f act that t he no n -Invent o r y 
ma t erials you have described are excluded by t he regulations f r om 
premanufacture review b y EPA is not itself any ind i cation t hat 
t hey are ben ign from an envi r onmental or hea l th point of view . 
Tho ug h t hese mate ria l s are exempt f r om p r emanufact u r e review, 
your clien t s should consider how to seek assu r ance t hat contained 
s ubstances are not unreasonably harmf ul , since they wil l not get 
this review from the Agency in a Section 5 review process . 
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I hope thi s d i scuss i on adequately a ddre sses your conce rns. 

If you have r e mai n ing questions, f eel free t o contact Dave 
Schutz , of my staff , on 202-564 - 9262. 

5505 

[CORRESPONDENT], Ph. D. 

Dear Dr. [CORRESPONDENT]: 

Sincerely, 

Greg Schwee r , Chief (Acting ) 
New Chemicals Prenotice Branch 
7 405M Chemical Con trol Division 

Re: Prenotice Communication 5505 

You 've asked Dave Schutz, of my staff, to comment on unintentional formation of a non
Inventory (' new') substance in an aqueous mixture of two Inventory-listed materials. Salts and 
other substances may form from the interaction of the two Inventory-listed substances in the 
aqueous mixture, but they are neither identified nor desired, and they are not isolated. You 
suggested that 40 CFR 710.4 (d) (3) excludes it from Inventory and Premanufacture (PMN) 
notice requirements. 

You are correct that substances created unintentionally in the manner you describe in your 
letter are exempt from TSCA PMN requirements. The best source of authority to support this 
proposition is 40 CFR 720.30 (h) (4) in the PMN rule. Your letter references 40 CFR 710.4 (d) 
(3), but Part 710 is the regulation covering the Initial Inventory and ongoing Inventory Update 
reporting, whereas the PMN requirements are codified at Part 720. Your chemicals may also be 
exempt under 40 CFR 720.30 (h) (7) 

If you have any questions or comments, please contact Mr. Schutz at 202 564 9262 

5656 

Mr. XYXY 

Re: PC 5656 

Dear Mr. [XYXY]: 

Thank you for your email sent 22 July 2010 to Dave Schutz, of my staff. You 
asked for Agency agreement that 2 cases of salts formed in a product mixture made by 
your client do not constitu te new substances requiring premanufacture notification 
("PMN") under §5 of the Toxic Substances Control Act ("TSCA"). 

You described your situation: your client makes product mixtures. The 
components of the mixtures with w hich you are concerned are Inventory-listed 
polymers, not soluble or dispersible in water. The product mixture also includes a 
suspension agent containing either acetic acid or ammonia and several surfactants, 
which functions to neutralize the functional groups on the polymers and enable a stable 
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and usable aqueous suspension. You are aware that the acid or amine will neutralize 
the polymer, forming a salt. You asked that the Agency concur with your belief that the 
salt met the conditions for exemption from PMN under §5 of the TSCA described at 40 
Code of Federal Regulations ("CFR") §702.30(h)(7). 

A 1994letter from Joseph Carra, the then Deputy Director of the Office of 
Pollution Prevention and Toxics, provides guidance on the exclusion found at 40 CFR 
§720.30(h)(7). This letter states that an excluded substance is one that meets the 
following three criteria: 

1) the substance is formed from a chemical reaction that involves the use of a substance 
of the type described under 40 CFR §720.30(h)(7) functions as intended [those 
substance types are: (i) a stabilizer, colorant, odorant, antioxidant, filler, solvent, 
carrier, surfactant, plasticizer, corrosion inhibitor, antifoamer or defoamer, 
dispersant, precipitation inhibitor, binder, emulsifier, deemulsifier, dewatering 
agent agglomerating agent, adhesion promoter, flow modifier, pH neutralizer, 
sequesterant, coagulant, flocculant, fire retardant, lubricant, chelating agent, or 
quality control reagent or (ii) a chemical substance, which is intended solely to 
impart a specific physicochemical characteristic]; 

2) the substance does not function to provide the primary properties that determine the 
use of the product or product mixture distributed in commerce, even though it 
may impart certain physicochemical characteristics to the product or product 
mixture of which it 1s a part; and, 

3) the substance is not itself the one intended for distribution in commerce. Although it 
may be a component of the product mixture or formulation actually distributed 
in commerce, it has no commercial purpose separate from the product mixture or 
formulation of which it is a component. 

You have identified your purpose in adding the suspension agents to the 
mixtures as production of a 'stable and useful aqueous suspension'. You have not, 
however, clarified whether the polymer can be useful for its primary purpose without 
being transformed into a salt, nor have you explained whether the saft is made within 
the final mixture or outside of it. If it cannot be useful for its primary purpose without 
making the salt, then the salt formation fails criterion 3, above, and mustoe notified. 
Based on your description, and assuming that the polymers can serve their function 
whether or not transformed into salts, they appear to meet all three criteria identified 
above, and are appropriately exempted under §720.30(h)(7). 

Please noteJ as well, that the suspension cannot be added into another mixture 
after the salt is formed: such a stock sofution would constitute commercial use of the 
salt, so would also fail #3 above, and it would be subject to PMN. 

I hope this discussion adequately addresses your concerns. If you have 
remaining questions, feel free to contact Dave Schutz, of our staft on 202-564-9262. 

Sincerely Yours, 

Greg Schweer, Chief 
New Chemicals Management Branch 
7405 Chemical Control Division 
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6138 

Mr.[YXYX] 

Re: Prenotice Communication 6138 

Dear Mr. [YXYX]: 

Thank you for your facsimile sent 17 February, 2011 to Dave 
Schutz, of my staff. You asked for Agency agreement that salts formed in a [Your 
Company] product mixture do not constitute a new substances requiring 
premanufacture notification ("PMN") under §5 of the Toxic Substances Control Act 
('JTSCA"). 

You have explained your situation in your facsimile: you make a product 
mixture. The component of the mixture which provides its primary property is a rust 
inhibitor. The proCluct mixture also includes [ACIDIC MATERIAL]and lBASIC AMINE] 
which function only to stabilize the emulsion. You are aware that the acids and amine 
will neutralize, forming salts. It appears from your facsimile that the acids and the 
amine are not mixed together before they are separately introduced into the mixture. 
The salt is not the source of the desired properties of the mixture. You asked that the 
Agency concur with your belief that the salt met the conditions for exemption from 
PMN under §5 of the TSCA described at 40 Code of Federal Regulations ("CFR") 
§702.30(h)(7). 

A 1994 letter from Joseph Carra, the then Deputy Director of the Office of 
Pollution Prevention and Toxics, provides guidance on the exclusion found at 40 CFR 
§720.30(h)(7). This letter states that an excluded substance is one that meets the 
following three criteria: 

1. 

2. 

3. 

the substance is formed from a chemical reaction that involves the use of a 
substance of the type described under 40 CFR §720.30(h)(7) functions as 
intended [those substance types are: (i) a stabilizer, colorant, odorant, 
antioxidant, filler, solvent, carrier, surfactant, plasticizer, corrosion 
inhibitor, antifoamer or defoamer, dispersant, precipitation inhibitor, 
binder, emulsifier, deemulsifier, dewatering agent, agglomerating agent, 
adhesion promoter, flow modifier, pH neutralizer, sequesterant, 
coagulant, flocculant, fire retardant, lubricant, chelating agent, or quality 
control reagent or (ii) a chemical substance, which is intended solely to 
impart a specific physicochemical characteristic]; 

the substance does not function to provide the primary properties that 
determine the use of the product or product mixture distributed in 
commerce, even though 1t may impart certain physicochemical 
characteristics to the product or product mixture of which it is a part; and, 

the substance is not itself the one intended for distribution in commerce. 
Although it may be a component of the product mixture or formulation 
actually distributed in commerce, it has no commercial purpose separate 
from the product mixture or formulation of which it is a component. 
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You have identified your purposes in adding the amine and the acids to the 

mixture, and stated that the salt is incidental to those purposes. Based on your 
description, the salt appears to meet all three criteria identified above, and is 
appropriately exempted under §720.30(h)(7). 

I want to provide a caution if it is your intent that the amine and acids are to be 
made up into stock solutions: such stock solutions must not be solutions of the amine 
plus the acid (that is, of the salt) -addition of the salt which had formed in a stock 
solution to the rest of the mixture would constitute commercial use of the salt and it 
would then be subject to PMN. Only if the salt forms in the rust inhibiting coating 
solution does §720.30(h)(7) exclude it from PMN. 

I hope this discussion adequately addresses your concerns. If you have 
remaining questions, feel free to contact Dave Schutz, of our staff, on 202 564 9262. 

6245 

ffff, 

Re: Prenotice Communication 6245 

Dear Ms fffff: 

On 9 May, 2011, you wrote to Dave Schutz of my staff, asking whether a neutralization 
which is occurring in an intended new product mixture is producing a new chemical substance 
which would require review under the Toxic Substances Control Act (TSCA) New Chemicals 
program. 

In your letter, you stated that your product is a corrosion inhibitor in the manufacture 
of which [ACIDIC AND BASIC MATERIALS] are combined in a XXXX base. You are aware 
that in neutralization these materials will form salts. You asked that the Agency concur with 
your belief that the salt met the conditions for exemrtion from premanufacture notice 
requirements under §5 of the TSCA described at 40 Code of Federal Regulations ("CFR") 
§720.30(h)(7). 

A 1994 letter from Joseph Carra, the then Deputy Director of the Office of Pollution 
Prevention and Toxics, provides guidance on the exclusion found at 40 CFR §720.30(h)(7). This 
letter states that an excluded substance is one that meets the following three criteria: 

1) the substance is formed from a chemical reaction that involves the use of a substance of the 
type described under 40 CFR §720.30(h)(7) functions as intended [those substance types 
are: (i) a stabilizer, colorant, odorant, antioxidant, filler, solvent, carrier, surfactant, 
plasticizer, corrosion inhibitor, antifoamer or defoamer, dispersant, precipitation 
mhibitor, binder, emulsifier, deemulsifier, dewatering agent, agglomerating agent, 
adhesion promoter, flow modifier, pH neutralizer, sequesterant, coagulant, flocculan t, 
fire retardant, lubricant, chelating agent, or quality control reagent or (ii) a chemical 
substance, which is intended solely to impart a specific physicochemical characteristic]; 

2) the substance does not function to provide the primary properties that determine the use of 
the product or product mixture distributed in commerce, even though it may impart 
certain physicochemical characteristics to the product or product mixture of which it is 
a part; illill, 

3) the substance is not itself the one intended for distribution in commerce. Although it may be 
a component of the product mixture or formulation actually distributed in commerce, it 
has no commercial purpose separate from the product mixture or formulation of which 
it is a component. 
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You have identified y:our purpose in making the mixture as inhibition of corrosion. 

You have not, however, clanfied whether the substances in the mixture can be useful for their 
primary purpose w ithout being transformed into salt(s), nor have you explained whether the 
salt is made within the final mixture or outside of it. If the materials cannot be useful for their 
primary purpose without making the salt, then the salt formation fails criterion 3, above, and 
must be notified. If the materials in the mixture can serve their function whether or not 
transformed into salts, they appear to meet all three criteria identified above, and are 
appropriately exempted under §720.30(h)(7). 

Please also note, that the corrosion inhibitor formulation cannot be added into another 
mixture after the salt is formed: such a stock solution would constitute commercial use of the 
salt, so would also fail criterion #3 above, and it would be subject to PMN. 

I hope this discussion adequately addresses your concerns. If you have remaining 
questions, feel free to contact Mr. Schutz on 202-564-9262. 


